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highlights
MOTOR GASOLINE ALLOCATION
DOE/ERA changes hering dates and location on base rate
period; location changed in Washington, D.C., for 3-27-79
rescheduled to 3-21. 3-22 and 3-23-79, requests to speak by
3-16-79, written comments by 3-30-79 . 12959
CRUDE OIL ALLOCATION
DOE/ERA Issues a supplemental buy/sell fist for period
10-1-78 through 3-31-79 . .13065
MEDICAL DEVICES
HEW/FDA establishes administrative detention procedures;
effective 4-9-79 (Part IV of this issue) 13234
HEW/FDA solicits comments regarding proposed rules on
various devices, comments by 5-8-79 (144 documents) (Part
IX of this Issue) '13284
NEW DRUG APPLICATIONS
HEW/FDA withdraws approval of 43 apprications; effective3-20-79 .,.... 13079

ANIMAL DRUGS
HEW/FDA amends rules to provide for safe and -effectre
use of anthelmintic tablets in certain treatments; effectie
3-9-79 ...... 12992
HEW/FDA revises names of certain diatrizoates to conform to
USP nomenclature; effective 3-9-79 . _ 12992
HEW/FDA revises labeling for certain anthernntic capsu!es
for dogs and cats; effect;ve 3-9-79........................ 12992
HUMAN DRUGS
HEW/FDA reopens record on proposedover-the-counter anti-
microbial drugs; comments by 6-7-79. reply comments by
7-9-79 13041

GRAS SUBSTANCES
HEW/FDA announces opportunIty for hearing on safety of
certain ascorbates and copper salts; requests for hearing by4-9-79 13080

PIPERIDINE
Justice/DEA estab!ishes interim reporting and purchaser Iden-
tification requirements; effective 4-9-79 . 12993
CHILD-RESISTANT PACKAGING
EPA reissuas rule on speci3l packaging in toxic pesticide
containers; cffective 3-9-79 .. 13019
CPSC amends rules to exempt certain amounts df mebenda-
zole; effec re 3-9-79 12990
EDUCATION CONTRACTS
Interior/BIA proposes to determinea formula for dstribution of
funds, comments by 5-7-79 . .13042
ENVIRONMENTAL EDUCATION
HEWI/OE proposs. rules governing grants; cormnents by
4-23-79..'_13048



AGENCY PUBLICATION ON ASSIGNED DAYS OF THE WEEK

The following agencies have agreed to publish all documents on two assigned days of the week (Monday/
Thursday or Tuesday/Friday). This is a voluntary program. (See OFR notice 41 FR 32914, August 6, 1976.)

Monday Tuesday Wednesday Thursday Friday

DOT/COAST .GUARD USDA/ASCS DOT/COAST GUARD USDA/ASCS

DOT/NHTSA ... USDA/APHIS DOT/NHTSA USDA/APHIS

DOT/FAA USDA/FNS DOT/FAA USDA/FNS

DOT/OHMO USDA//FSQS DOT/OHMO USDA/FSQS

DOT/OPSO USDA/REA DOT/OPSO USDA/REA

CSA MSPB*/OPM* CSA MSPB*/OPM*

LABOR LABOR

HEW/FDA HEW/FDA

-Documents normally scheduled for publication on a day that will be a Federal holiday will be published the next work day
following the holiday.

Comments on this program are still invited. Comments should be submitted to the Day-of-the-Week Program Coordinator, Office
ofthe Federal Register, National Archives and Records Service,,General Services Administration, Washington, D.C. 20408.
*NOTE: As of January 1, 1979, the Merit Systems Protection Board (MSPB),and the Office of Personnel Management [OPM)
will publish on the Tuesday/Friday schedule. (MSPB and OPM are successor agencies to the Civil Service Commission.)

Published daily, Monday through Friday (no publication on Saturdays, Sundays or on official Federal
S h olidays), by the Office of the Federal Register. National Archives and Records Service, General Services

Administration, Washington, D.C. 20408, under the Federal Register Act (49 Stat. 600, as anended, 44 U.S,.
, r Ch, 15) and the regulations of the Administrative Committee of the Federal Register (1 CFR Ch. I). Distribution

, Is made only by the Superintendent of Documents, U.S. Government Printing Office, Washington, D.C. 20402.

The FEDERAL REGISTER provides a uniform system for making available to the public regulations and legal notices issued
by Federal agencies. These include Presidential proclamations and Executive orders and Federal agency documents having
general applicability .and legal effect,, documents required to be published by Act of Congress and other Federal agency
documents of public interest. Documents are on file for public Inspection in the Office of the Federal Register the day before
they are published, unless earlier filing is requested by thejIssuing agency.

The FEDERAL REGISTER will be furnished by mail to subscribers, free of postage, for $5.00 per month or $50 per year. payalilo
In advance. The charge for individual copies Is '75 cents for each issue, or 75 cents for each group of pages as actually bound.
Remit check or money order, made payable to the Superintendent of Documents, U.S. Government Printing Offico, Washington.
D.C. 20402.

There are no restrIiions on the republication of material appearing In the FEDERAL REGISrE.
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INFORMATION AND ASSISTANCE

Questions and requests for specific information may be directed to the following numbers. General inquiries may be
made by dialing 202-523-5240.

FEDERAL REGISTER, Daily Issue:
Subscription orders (GPO) ..............
Subscription problems (GPO) ..........
"Dial - a - Reg" (recorded sum-

mary of highlighted documents
appearing in next day's issue).

Washington, D.C .......................
Chicago, Ill .................................
Los Angeles, Calif ....................

Scheduling of documents for
publication.

Photo copies of documents appear-
ing in the Federal Register.

Corrections . ............. Z ................
Public Inspection Desk ...................
Finding Aids.: ........................ ..

Public Briefings: "How To Use the
Federal Register."

Code of Federal Regulations (CFR)..

Finding Aids ................................

202-783-3238
202-275-3054.

202-523-5022
312-663-0884
213-688-6694
202-523-3187

523-5240

523-5237
523-5215
523-5227
523-5235

523-3419
523-3517
523-5227

PRESIDENTIAL PAPERS:
Executive Orders and Proclama-

tions.
Weekly Compilation of Presidential

Documents.
Public Papers of the Presidents.....
Index .........................

PUBLIC LAWS:
Public Law numbers and dates .......

Slip Law orders (GPO) ....................

U.S. Statutes at Large ......................

Index ...................................................

U.S. Government Manual ..................

Automation ..........................................

Special Projects ......... ..........

H-IGHLGHTS-Continued

DESEGREGATIO)N OF PUBLIC EDUCATION
HEW/QE announces closing date for applications for FY 1979;
applications by 4-23-79 ...................... 13083

SEX DISCRIMINATION
EEOC adopts interim interpretive guidelines; effective 3-9-79
(Part VIII of this issue) ........... ..... 13278

VETERANS PREFERENCE
Labor/ETA establishes FY 1979 levels for indicators of compli-
ance; effective 4-9-79 (Part V of this issue) .............................. 13244

COMPREHENSIVE EMPLOYMENT AND
TRAINING
Labor/ETA proposes new rules and solicits comments regard-
ing the Youth Program; comments by 4-9-79 (Part i1 of this
issue) ...................................................... 13188

GENERATION-SKIPPING TRANSFER TAX
Treasury/IRS announces hearing on proposed application of
effective date provisions; hearing 4-10-79, outlines of oral
comments by 3-27-79 ...................... 13043

LOANS BY CORRESPONDENT BANKS
FRS, Treasury, and FDIC propose to prohibit corresponding
account relationships, and require certain members of insured
banks to file certain reports; comments by 4-20-79 ............. .13035

BANK SERVICE ARRANGEMENTS
FRS revokes Regulation S and revises interpretations of Bank
Service Corporation Act; effective 3-10-79 ............... 12968

BANKS LOANS
FRS amends rules governing loans to executive officers,
directors or principal shareholders of the member bank; effec-
tive 3-10-79; comments by 5-9-79_.___ _ 13035

RELOCATION BENEFITS
Navajo and Hopi Indian Relocation Commission revises rues
regarding ergibty requirements; effective 3-9-79 - 13007

VOLUNTARY FEDERAL MEAT GRADING
SERVICES
USDA/FSOS changes rules toreflect decrease in hourfy fees;,
effective 3-25-79 - _ 12953

MINIATURE CHRISTMAS TREE LIGHTS
CPSC extends time when it must publish final safety
standards ................ 13040

CHARTER PACKAGES
CAB establishes consumer protection for charter participants,
and simplifies Ming procedures .. 12971

LABORATORY ACCREDITATION
Commerce announces optional procedures for Federal agerm-
dies to utilize the National Vo!untary Laboratory Accreditatlon
Program; effective 3-9-79 12982

HEALTH RESEARCH
HEW/PHS eliminates conflicts in administrative porcies and
extends appIcability to certain projects; effective 4-9-79 ._. 13025
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HIGHLIGHTS--Continued

CHILD ABUSE AND NEGLECT
HEW/HDSO solicits comments on proposed fiscal year
1979/80 Research, Demonstration and Service Improvement
priorities; comments by 5-8-79 (Part VI of this issue). ............. 13254

FEDERAL ACQUISITION REGULATION
PROJECT
OMB/FPPO makes available-segments of draft rules and
requests comment; comments by 5-3-79 .................................. .13053

UNIFORM SYSTEM OF ACCOUNTS FOR,
TELEPHONE COMPANIES °
FCC establishes, a service ijst to be used in future rounds of
comment in proceedings ............................................................... 13051

PUBLIC TELECOMMUNICATIONS FINANCING-
Commerce/NTIA seeks corments on proposal governing
administration of grants; comments by 4-12-79 (Part VII of this -
issue) ................................................................................................ 13262 .

MEETINGS-
Commerce/ITA: Exporters' Textile. Advisory Committee;

4-18-79 ................................................................................ 13058
NOAA: Gulf of Mexico and South Atlantic Fishery Man-

agement Councils, Advisory Subpanels on corals,
3-29-79 .......................................................................... 13059

Mid-Atlantic Fishery Management Council, 4-11
through 4-13-79 ............................................................. 13059

New .England Fishery Management Council, 3-23-79 ... 13059
CPSC: Product Safety Advisory Council, 3-26 and 3-27-79 "13061
CRC: Indiana Advisory Committee (SAC), 4-2-79 ................. 13058

Nebraska Advisory Committee (SAC),-3-31-79 ............... 13058
New Jersey Advisory Committee (SAC), 4-23-79 .............. 13058
Vermont Advisory Committee (SAC), 4-5-79 .................... 13058
Wisconsin Advisory Committee (SAC), 4-2-79..; ................ 13058

DOE: National Petroleum Council, Committee on Materials
and Manpower Requirements, one subcommittee and two
task groups, March 1979 ...................................................... 13062

.*HEW/OE: Advisory Council on Developing Institutions, 3-26
and 3-27-79 ............................... 13083

Justice: Bureau of Prisons, National Institute of Corrections
Advisory Bdard, 3-25-79 ...................................................... 13088

Labor/OSHA: National Advisory Committee on Occupation-
al Safety and Health, 4-2-79, and a Subgroup on 3-15

,.and 3-16-79 ........... ................................. 13091
NSF: Advisory Committee for Environmental Biology, ExecU-

live Committee, 3-26 and 3-27-79 ..................................... 13096
VA: Structural Safety of Veterans Adminlstration Facilities'

S "Advisory Committee, 4-6-79 ................................................. 13098

CIANGED MEETINGS-
HEW/NIE Panel for the Review of Laboratory and Center

Operations, 3-17 and 3-18-79 .............................. , ......... 13082
NSF: Advisory Committee for Engineering, Subcommittee

on Engineering Chemistry and Energetics, 3-19 and
3-20-79, room change ....................................................... 13096

CANCELLED MEETING-
HEW/FDA: Fertility and Maternal Health Drugs Advisory

Committee, 3-16-79 .......................... 13079
POSTPONED HEARING-

Office of the Special Representative for Trade Negotiations:
Tanner's Council of America 301 Committee, 3-13 and
3-14-79, indefinitely postponed ........................................... 13097

SUNSHINE ACT MEETINGS ..................................... 13123

SEPARATE PARTS OF THIS ISSUE
Part II, Labor/ETA ......................................................................... 13188
Part III, Labor/ESA ......................................................................... 13206
Part IV, HEW /FDA ....................................................................... 13234
Part V, Labor/ETA .......................................................................... 13244
Part VI, HEW/HDSO ............................ 13254
Part VII, Commerce/NTIA ......................... 13262
Part VIII, EEOC ............................................................................... 13278
Part IX, HEW /FDA ............................................. , ........................... 13284
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contents
AGRICULTURAL MARKETING SERVICE
Rules
Lemons grown -in Ariz. and

r, Calif ............................................. 12953
Proposed Rules

Milk marketing orders:
St. Louis-Ozarks ....................... 13033

AGRICULTURE DEPARTMENT
See Agricultural Marketing

Service; Animal and Plant'
Health Inspection Service;
Food Safety and Quality Serv-
ice; Soil Conservation Service.

AIR FORCE DEPARTMENT
Notices
Environmental statements;

availability; etc.:
Sells Airspace flight bper-

ations, southern Ari ............ 13062

ANIMAL AND PLANT HEALTH INSPECTION
SERVICE

Rules
Animal and poultry import re-

strictions:
Cattle; Harry S. Truman Ani:

mal Import Center ................ 12958
Livestock and poultry quaran-

tine:
Exotic Newcastle disease ......... 12957

ELWD AND OTHER SEVERELY
HANDICAPPED, COMMITTEE FOR
PURCHASE FROM

Noffices
Procurement list,, 1979; addi-

tions and deletions (2 docu-
m ents) ......................................... 13061

CIVIL AERONAUTICS BOARD
Rules
Public charters:

Consumer protections for par-
ticipants simplified prospec-
tus filing procedures ............. 12971

CIVIL RIGHTS COMMISSION
Notices
Meetings; State advisory com-

mittees:
Indiana ....................................... 13058
Nebraska ..................................... 13058
New Jersey ................................. 13058
Vermont ...................................... 13058,
W isconsin ................................... 13058

Meetings; Sunshine Act .............. 13123

COMMERCE DEPARTMENT
See aso Industry ana Trade Ad-

ministration; National Oceanic
Atmospheric Administration;
National Telecommunications
and Information Administra-
tion; Patent and Trademark
Office.

Rules
Voluntary laboratory accredita-

tion program serving Federal
agencies; optional procedures. 12982

Notices
Laboratory Accreditation Pro.

gram. National Voluntary:
Thermal insulation materials;

testing laboratories accredi-
tation; fees and charges ....... 13060

COMMODITY FUTURES TRADING
COMMISSION

Notices
Meetings; Sunshine Act .............. 13123

CONSUMER PRODUCT SAFETY
COMMISSION

Rules
Poison prevention packaging.

Mebendzole; exemption from
child-resistant packaging re-
quirements ............................ 12990

Proposed Rules
Christmas tree lights, minia-

ture; safety standards; exten-
sion of time . ... 13040

Notice
Meetings:

Product Safety Advisory
Council . ... .......... 13061

DEFENSE DEPARTMENT

See Air Force Department.

DRUG ENFORCEMENT ADMINISTRATION
Rules
Piperldine reporting and pur-

chaser identification ................ 12993

ECONOMIC REGULATORY
ADMINISTRATION

Rules
Petroleum allocation and price

regulations:
Motor gasoline allocation base

period; update; standby allo-
cation; hearing change ......... 12959

Notices
Crude oil, domestic; allocation

program:
Refiners buy/sell llst; October

through March ...................... 13065
Remedial orders:

Beacon Hill Gulf, Boston,
M ass...................................... 13065

EDUCATION OFFICE
Proposed Rules
Environmental education pro-

Jects .......... 13048

Notices
Grant applications and propos-

als; closing dates:
Desegration of public educa-

tion programs ........................ 13083
Meetings:

Developing Institutions Advi-
sory Council ................... ..... 13083

EMPLOYMENT AND TRAINING
ADMINISTRATION

Rules
Employment service system:

Veterans preference indica-
tors; compliance levels, 1979
FY ......................................... 13244

Proposed Rules
Comprehensive Employment

and Training Act programs:
Youth programs operated by

prime sponsors ............... ...... 13188
Notices
Employment transfer and busi- .

ness competition determina-
tions; financial assistance ap-
plications (2 documents) ......... 13088,

13089
EMPLOYMENT STANDARDS

ADMINISTRATION
Notices
Minimum wages for Federal and

federally-assisted construc-
tion; general wage determina-
tion decisions, modifications,
and supersedeas decisions
(AL, Ari-. Del., D.C., Fia.,
Ga., Ill.. Ind., Nev., N.J., N.C.,
Pa., P.R., S.C., and Wash.) ...... 13206

ENERGY DEPARTMENT
See also Economic Regulatory

Administration; Federal Ener-
gy Regulatory , Commission;
Hearings and Appeals Office,
Energy Department; South-
western Power Administra-
tion.

Notices
International atomic energy

agreements; civil uses; subse-
quent arrangements:.

Austria et al .............. . 13063
Brazil et al .......................... 13063

Meetings:
National Petroleum Council ... 13062

Power rates and charges:
Southeastern Power Adminis-

tration ................... 13064

ENVIRONMENTAL PROTECTION AGENCY
Rules'
Air quality implementationr

plans; delayed compliance
orders:.

Maryland ................................. 13018
West Virginia (4 documents).. 13015-

13018
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Pesticide programs:
Packaging, special; child resis-

tant containers for residen-
tial use toxic pesticides;, re-
publication ............................. 13019

Proposed Rules
Air programs; regional consist-

ency .......................... ;.................. 13043

EQUAL EMPLOYMENT OPPORTUNITY
COMMISSION

Rules
Pregancy, Childbirth or related

medical conditions discrimina-
tions; adoption' of 'interim
guidelines ... ..... .......... 13278

Notices
Meetings; Sunshine Act .............. 13123

FEDERAL COMMUNICATIONS
COMMISSION

Proposed Rules
Telephone and telegraph com-

panies:
Financial reporting and ac-

counts; establishment, of
service lst ........... ; ................... 13051

FEDERAL CONTRACT COMPLIANCE
PROGRAMS OFFICE

Notices
Preaward clearance requests;

contact points and telephone
numbers; list .............................. 13090

FEDERAL DEPOSIT INSURANCE
CORPORATION*

Proposed Rules
Forms, instructions, and reports

and loans by correspondent
banks .................. I ................... .. 13035

FEDERAL ELECTION COMMISSION
Notices
Meetings; Sunshine Act .............. 13123

FEDERAL ENERGY REGULATORY
COMMISSION

Notices
Hearings, etc.:

Lehigh Portland Cement Co.,
et al ......................................... 13067

Notices
Meetings; Sunshine Act (2 docu-

ments) ..................... .... 13123, 13124

FEDERAL HIGHWAY ADMINISTRATION
Rules
'Right-of-way and environment:

Environmental impact and re-
lated statements; authority
citation added ........................ 12995'

FEDERAL INSURANCE ADMINISTRATION
Rules
Flood elevation determinations:

Ohio (4 documents) ...... 12996, 12997
Oklahoma ................................... 12998
Oregon (2 documents).... ........ 12999
Pennsylvania. (12 docu-

ments) ............................ 13000-13006

CONTENTS

-Flood insurance; special hazard
areas:

Indiana et al ............................ 12995
FEDERAL MARITIME COMMISSION
Notices
Meetings; Sunshine Act., .......... 13124
FEDERAL MEDIATION AND CONCILIATION

SERVICE
Rules
Arbitration services ... .......... 13008
FEDERAL PRISON INDUSTRIES
Rules
Ihmate accident compensation;

award change; correction ........ 13008
FEDERAL PROCUREMENT POLICY OFFICE
Proposed Rules
Federal acquisition regulation

project; availability of draft
and inquiry ............................... 13053

FEDERAL RAILROAD ADMINISTRATION'
Rules
Practice rules:

Orders; review in emergency
safety situations ................. 7.. 13028

FEDERAL RESERVE SYSTEM
Rules
-Interpretations; revocations and

addition ................. 1296
Loans to executive officers of

member banks; (Regulation
0):

Loans to insiders and related
interests; additional require-
ments;, final rule and in
quiry ......................................... 12959

Truth-in-lending (Regulation
Z):

Sales transactions; sUr-
charges; extension of prohi-
bition ................. 12970

Proposed Rules
Loans to executive officers, di-

rectors, and principal share-
holders ............................... * ....... 13035

Notices
Applications, etc.:

Attica Bank Corporation . 13076
First Bancorporation ............... 13077
First Bankshares of Wyo-

hing ..... ; ......... ......................... 13077
First Busey Corp...................... 13077
Los Hacendados, Inc ................. 13077
Mainland Bancshares, Inc ....... 13078
Muleshoe Bancshares, Inc ...... 13078
Tennessee Valley Bancorp,

Inc ............... 13078
Zions Utah Bancorporation .... 13078

FISH AND WILDLIFE SERVICE
Rules
Public access, entry, use and rec-

redtion:
Aleutian Islands National

Wildlife Refuge, Alaska ....... 13031

Notices
Environmental statement; avail-

ability, etc.:
Pittston Marine Terminal and

Oil Refinery, Eastport,
M aine ...................................... 13087

FOOD AND DRUG ADMINISTRATION
Rules
Animal drugs, feeds, and related

products:
Diatrizoates ................................ 12992
Dichiorophene and toluene

capsules ................................. 12002
Diethylcarbamazine citrate

tablets ................................... 12991
GRAS or prior-sanctioned in-

gredients:
Cocoa butter substitute from

palm oil; extension of time;
correction ............... :............... 12991

Hearings, public:
Medical devices; administra-

tive detention procedures .... 13234
Proposed Rules
Human drugs:

Over-the-counter drugs; tdpi-
cal antimicrobial products;
monograph establishment;
reopening of administrative
record ....................................... 13041

Medical devices, cardiovascular;
classification (144 documents;

- see preamble of first docu-
ment for complete listing) ....... 13284

GRAS review; food ingredients;
hearing; republication .............. 13080

Notices
Human drugs:

New drugs; withdrawal of ap-
proval ....................................... 13079

Meetings:
Fertility and Maternal Health

Drugs Advisory Committee;
cancellation ............ i ..... 13079

FOOD SAFETY AND QUALITY SERVICE
Rules
Meats, prepared meats, and

meat products:
Voluntary Federal meat grad-

Ing services; hourly fee de-
crease ................. 12953

Potatoes (Irish); livestock feed
diversion program .................... 12954

FOREIGN CLAIMS SETTLEMENT
COMMISSION

Notices
Meetings; Sunshine Act ........... 13124

GENERAL SERVICES ADMINISTRATION
Rules
Property management; Federal:

Standard carrier alpha codes;
use by commercial carriers
billing the U.S. Govern-
m ent ........................................ 13024
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HEALTH, EDUCATION, AND WELFARE
DEPARTMENT "

See also Education Office; Food
and Drug Adminiation; Hu-
man - Development Services
Office; National Institutes of
Health; Public Health Service.

Rules
Hearing examiners; Supplemen-

tal Security Income; CFR part
removed ...................................... 13028

HEARING AND APPEALS OFFICE, ENERGY
DEPARTMENT

Notices
Puerta Rico; refining and petro-

chemical industry report;
hearing ....................................... 13068

HOUSING AND URBAN DEVELOPMENT
DEPARTMENT

See Federal Insurance Adminis-
tration.

HUMAN DEVELOPMENT SERVICES OFFICE
Notices
Child abuse and neglect preven-

tion and treatment program;
funds 1979, proposed ............... 13254

INDIAN AFFAIRS BUREAU
Proposed Rules
Indian self-determination and

education assistance pro-
grams:

Funds; Supplemental; distri-
bution formula ...................... 13042

Notices
Financial assistance or social

services:
Near reservation locations;

designations ............ 13084

INDUSTRY AND TRADE ADMINISTRATION
Notices
Meetings:.

Exporters" Textile Advisory
Committee .............................. 13058

iNTERIOR DEPARTMENT
See Fish and Wildlife Service;

Indian Affairs Bureau; Land
Management Bureau; Nation-
al Park Service.

INTERNAL REVENUE SERVICE
Proposed Rules
Estate and gift taxes:

Generation-skipping transfer
tax; hearing ............................ 1304a

INTERSTATE COMMERCE COMMISSION
Rules
Freedom of information ............. 13029-
Practice Rules:

Rail service continuation sub-
sidies standards; .denial of
request to reopen rulemak-
ing .............. ............................. 13030

CONTENTS

Railroad car service orders; var-
I ious companies:

Baltimore & Ohio Railroad
Co .................. 13030

Notices
Hearing assignments (2 docu-

ments) ....................................... 13113
Motor carriers:.

Temporary authority applica-
tions ........................................ 13114

Transfer proceedings ............... 13114
Railroad car service rules, man-

datory; exemptions (3 docu-
ments) .............................. 13112-13114

Railroad operation, acquisition,
construction, etc.:

CSX Corp-Control-Chessie
System, Inc. and Seaboard
Coast Line Industries, Inc... 13098

Railroad services abandonment:
Chicago, Rock Island & Pacif-

Ic Railroad Co ....................... 13099
Rerouting of traffic:

Chicago, Milwaukee, St. Paul
& Pacific Railroad Co ........... 13114

JUSTICE DEPARTMENT
See Drug Enforcement Adminis-

tration; Prisons Bureau.

LABOR DEPARTMENT
See also Employment and Train-

ing Administration; Employ-
ment Standards Administra-
tion; Federal Contract Com-
pliance Programs Office; Mine
Safety and Health Adminis-
tration; Occupational Safety
and Health Administration.

Notices
Adjustment assistance:

Amherst Coal Co. et al ............ 13093
A. Morganstern & Co. et al .... 13095
Broderick & Bascom Rope Co.

et al .......................................... 13094
M ar-Cal ....................................... 13096
Rainette Fashions; correc-

tion ............. 13096
Republic Steel Corp ................. 13096

Advisory committee review; in-
quiry .............. 13092

Authority delegations:.
Assistant Secretaries et al.;

CAB employees Job protec-
tion ......................................... 13093

LAND MANAGEMENT BUREAU
Notices
Alaska native selections; appli-

cations, etc.:
Ekwok Natives Ltd ................... 13085

Applications, etc.:
New Mexico ................................ 13087

Motor vehicles, off-road, etc.;
area closures:

Oregon ....................................... 13084

MANAGEMENT AND BUDGET OFFICE
See Federal Procurement Policy

Officer

MINE SAFETY AND HEALTH
ADMINISTRATION

Notices
Petitions for mandatory safety

standard modification:
Climax Molybdenum Co........ 13091
Kanawha Coal Co .......... 13091

NATIONAL INSTITUTE OF EDUCATION
Notices
Meetings:

Panel for the Review of Labo-
ratory and Center Oper-
ations; correction ............ 13082

NATIONAL OCEANIC AND ATMOSPHERIC
ADMINISTRATION

Notices
Marine mammal permit applica-

tions, etc.:
Norris, Dr. Kenneth S .............. 13059
Northwest Fisheries Center .... 13060

Meetings:
Gulf of Mexico and South-At-

lantic Fishery Management
Councils ...................... . . ... 13059

Mid-Atlantic Fishery Manage-
ment Council ....................... 13059

,New England Fishery Man-
agement Council .............. 13059

NATIONAL PARK SERVICE
Notices
Snowmobile; management poli-

cy; inquiry; extension oftime ... ............. .. 13084

NATIONAL SCIENCE FOUNDATION
Notices
Advisory committees review; in-

quiry ... .... ........... 13097
Meetings:

Engineering Advisory Com-
mittee .............. 13096

Environmental Biology Advi-
sory Committee............ -13096

NATIONAL TELECOMMUNICATIONS AND
INFORMATION ADMINISTRATION

Proposed Rules
Public telecommunications fa-

cilities program; construction
and planning grants-...__.... 13262

NAVAJO AND HOPI INDIAN REtOCATION
COMMISSION
Rules

Commission operations and re-
location procedures; eligiblity
for benefits . .......... 13007

NUCLEAR REGULATORY COMMISSION
Notices
Advisory committee review;, in-
quiry .......... ....... 13097

Meetings; Sunshine Act (2 docu-
ments) .......- 13124
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OCCUPATIONAL SAFETY AND HEALTH
ADMINISTRATION

Rules
State plans for enforcement of

standards: ,
South Carolina ........................ 13013

Notices
Meetings:

Occupational Safety and
Health Nati6nal Advisory
Committee ............. 13091

tate plans; development, en-
forcement, etc.:

Utah ........................................... 13092

PATENT AND TRADEMARK OFFICE
Notices
Closure of office on February

20, 1979, due to heavy snow,,
definition as "holiday". ........... 13060

POSTAL RATE COMMISSION
Notices
Meetings; Sunshine Act ....... 1;125

POSTAL SERVICE
Rules
Practice rules and procedures:

Small claims,- optional; expe-
dited-and accelerated proce-
dures and rules for subpoe-
nas ............................................ 1301

CONTENTS

PRISONS BUREAU
Notices
Meetings:

Corrections Advisory Board
National Institute .................. 13088

PUBLIC HEALTH SERVICE
Rules
Grants:

Research projects; applicabil-
ity, etc ................. ............. 13025

SECURITIES AND EXCHANGE
COMMISSION

Notices
Meetings; Sunshine Act ............. 13125

SOIL CONSERVATION SERVICE
-Notices
Environmental statements;

availability, etc.: -
Crooked Laked Bayou Water-

shed, Ark ................................ 13056
Garrett ,Bridge Watershed,

Ark ........................ 13056
Ramseur Public Watershed-

Based Recreation RC&D
Measure, N.C ......................... 13057

Richland Creek Watershed
Project, S. Dak ...................... 13056

Tr-County Turkey Creek Wa-
tershed, Okla .......................... 13057

Upper Little Minnesota River
Watershed Project, S. Dak.. 13057

SOUTHWESTERN POWER
ADMINISTRATION

Notices
Power rates order; Increase; con-

formation and approval on in-
terim basis ......................... 13008

TRADE NEGOTIATIONS, OFFICE OF
SPECIAL REPRESENTATIVE

Notices
Unfair trade practices, peti-

tions:
Japan; quotas and increased

duties of products; hearings
postponement ............ 13097

TRANSPORTATION DEPARTMENT
See Federal Highway Adminis-

tration; Federal Railroad Ad-
ministration.

TREASURY DEPARTMENT,
See Internal Revenue Service.

UNIFORMED SERVICES UNIVERSITY OF
THE HEALTH SCIENCES

Notices
Meetings; Sunshine Act .............. 13125

VETERANS ADMINISTRATION
Notices
Meetings:

Structural Safety of Veterans
Administration Facilities
Advisory Committee ............. .13098

reminders
-(The items in this list were editorially compiled as an aid to FEDERAL REGISTER Users. Inclusion or exclusion from this list, has no legal

significance. Since this list is intended as a reminder, It does not include effective dates that occur within 14 days of publication.)

Rules Going Into Effect Today

EPA-Regulations for the enforcement of the
Federal Insecticide, Fungicide and Roden-
ticide Act Registration, reregistration and
classification procedures .... 7695; 2-7-79

State implementation plans: California (2
documents) .............. 7711; 7716; 2-7-79

FCC-New or revised classe's of interstate and
foreign message toll telephone service

o(MTS) and wide area telephone service
(WATS); specifying -standards, plugs, and
jacks for the connection of telephone equip-
ment to the Nationwide Telephone Network;
specifying standards for and means of con-
nection of telephone equipment to lamp
and/or annunciator functions of sys-
tems .......................................... 7955; 2-8-79

SEC-Micrographic conversion program; filing
of documents; formal requirements .... 4665;

1-23-79

Rules Going Into Effect
March.10, 1979

DOT/CG-Sheboygan River, Wis., drawbridge
operation regulations .............. 7951; 2-8-79

FDIC-Change in bank control and delegations
of authority; filing of advance notice and
compliance witll procedures... 7122;-2-6-79

DOT/CG-Wappinger Creek, 'N.Y., drawbridge
operation regulations ............... 7950; 2-8-79

FHLBB-Amendments relating to the change
in Savings and' Loan Control Act of
1978 ............. 10500; 2-21-79

ERS-Change in bank- control; filing of ad-
vance notice and compliance with proce-
dures ........................................ 7120; 2-6-79

Treasury/Comptroller-Change in- bank con-
trol; filing of advance notice and compliance
with procedures ....................... 7118; 2-6-79

List of Public, Laws

This is a continuing listing of public bills
from the current session of Congress which
have become Federal laws. The text of laws Is
not published In the FED.RAL Raois rn but
may be ordered In individual pamphlet form
(referred to as "slip laws") from the Superin-
tendent of Documents, U.S. Government
Printing Office, Washington, D.C. 20402
(telephone 202-375-3030).

[Last Listing Jan. 24, 1979

H.R. 1902 ....................... : ............... Pub. L 96-2
To amend the Bank Holding Company Act

Amendments of 1970. (Mar. 7, 1979; 93
Stat. 4.) Price $.60.

S. 37 ............................................... Pub, L. 96-3
To repeal a section of Public Law 95-630.

(Mar. 7, 1979; 93 Stat. 5.) Price $.60.
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rules and regulations
This section of the FEDERAL REGISTER contains regulatory documents having general oppricablty and regal effect most of which ore keyed to and

codified in-the Code of Federal Regulations, which is published under 50 titles pursuant to 44 U.S.C. 1510.
The Code of Federal Regulations is sold by the Superintendent of Documents. Prices of new books ore isted in the first FEDERAL REGISTER issue of each

month.

[3410-02-M]

Title 7-Agrculture

CHAPTER IX-AGRICULTURAL MAR-
KETING SERVICE (MARKETING
AGREEMENTS AND ORDERS;
FRUITS, VEGETABLES, NUTS), DE-
PARTMENT OF AGRICULTURE

ELemon Reg. 189]
PART 910-LEMONS GROWN IN

CALIFORNIA AND ARIZONA

Limitation of Handling

AGENCY: -Agricultural Marketing
Service, USDA.

ACTION: Final rule.

SUMMARY: This regulation estab-
lishes the quantity of fresh California-
Arizona lemons that may be shipped
to market during the period March 11-
17, 1979. Such action is needed to pro-
vide for orderly marketing of fresh
lemons for this period due to the mar-
keting situation confronting the lemon
industry.

EFFECTIVE DATE: March 11, 1979.
FOR FURTHER INFORMATION
CONTACT:

Charles R. Brader, (202) 447-6393.

SUPPLEMENTARY INFORMATION:
Findings. Pursuant to the marketing
agreement, as amended, and Order No.
910, as amended (7 CFR Part 910), rek-
ulating th6 handling of lemons grown
in California and Arizona, effective
under the Agricultural Marketing
Agreement-Act of 1937, as amended (7
U.S.C. 601-674), and upon the basis of
the recommendations and information
submitted by the Lemon Administra-
tive Committee, and upon other infor-
mation, it is foundthat the limitation
of handling of lemons, as hereafter
provided, will tend to effectuate the
declared policy of the act. This regula-
tion has not been determined signifi-
cant under the USDA criteria for im-
plementing Executive Order 12044.

The committee met on March 6,
1979, to consider supply and market
conditions arid other factors affecting
the need for regulation and recom-
mended a quantity of lemons deemed
advisable to be handled during the

specified week. The committee reports
the demand for lemons has improved.

It is further found that It is imprac-
ticable and contrary to the public In-
terest to give preliminary notice,
engage in public rulemaking, and post-
pone the effective date until 30 days
after publication in the FsERAsL REG-
isTmm (5 U.S.C. 553), because of nsuffi-
cient time between the date when In-
formation became available upon
which this regulation is based and the
effective date necessary to effectuate
the declared policy of the act. Inter-
ested persons were given an opportuni-
ty to submit information and views on
the regulation at an open meeting. It
is necessary to effectuate the declared
purposes of the act to make these reg-
ulatory provisions effective as speci-
fied, and handlers have been apprised
of such provisions and the effective
time.

§ 910.489 Lemon Regulstion 189.
Order. (a) The quantity of lemons

grown in California and Arizona which
may be handled during the period
March 11, 1979, through March 17,
1979, is established at 240,000 cartons.

(b) As used in this section, "han-
died" and "carton(s)" mean the same
as defined in the marketing order.

(Secs. 1-19, 48 Stat. 31, as amended: 7 U.S.C.
601-674.)

CAAMES R. BRADR,
Acting Director, Fruit and Vege-

table Division, Agricultural
Marketing Service.

EFR Doc. 79-7482 Filed 3-8-79; 12:00 vm]

[3410-37-M]

CHAPTER XXVII-FOOD SAFETY AND
QUALITY SERVICE, DEPARTMENT
OF AGRICULTURE

SUBCHAPTER C-REGULATIONS AND STAND-
ARDS UNDER THE AGRICULTURAL MARKET-
I ING ACT OF 1946,

PART 2853-MEATS, PREPARED
MEATS AND MEAT PRODUCTS
(GRADING, CERTIFICATION AND
STANDARDS)

Subpart A-Regulations, Fees and
Charges

AGENCY: Food Safety and Quality
Service, USDA.

ACTION: Final rule.
SUMMARY: These regulations are
being changed to reflect a decrease in
the hourly fees charged for voluntary
Federal meat grading services. Even
though provisions of Pub. L. 92-210
have resulted in a 5.5 percent pay in-
crease for Federal employees for FY
1979. this pay increase is more than
offset by the combined effects of (1)
reduced travel costs and (2) lower ratio
of salary cost per hour of revenue.

EFFECTIVE DATE: March 25, 1979.
FOR FURTHER INFORMATION
CONTACT.,

David K. Hallett, Chief. Meat Grad-
Ing Branch, Meat Quality Division,
Food Safety and Quality Service,
U.S. Department of -Agriculture,
FLrit Floor Mezzanine, Annex Build-
ing, Washington, D.C. 20250, Area
Code (202) 447-2210.

SUPPLEMENTARY INFORMATION:
In June 1977, the base hourly fee rate
was increased from $17 to $19 primar-
ly due to projected costs associated
with travel time provisions of the Fair
Labor Standards Act. The $2 per hour
increase was an interim measure to
cover projected grader travel costs for
transportation of meat grading equip-
ment from residence to worksite and
return until alternate procedures
could be implemented to minimize or
eliminate these costs. Since that in-
crease, procedures have been imple-
mented which permit in-plant storage
of equipment in most grading Ioca-
tions, thereby substantially reducing
FLSA travel costs. Consequently, a
large portion of that fee increase is no
longer required.

A second major factor is the planned
substantial increase-in the number of
technical employees. This increase is
necessitated by the transfer of respon-
sibility to the USDA for the certifica-
tion of all meat and meat Items pro-
cured by the Department of Defense.
This expansion will result in an in-
crease In the estimated number of rev-
enue hours over those of FY 1978. The
relationship between the projected in-
crease in the number of revenue hours
and the average salary of employees
further contributes to the reduction in
the hourly fee rate. In recent years,
the average grade level of meat grad-
ing employees has been approximately
GS-9/6 with a current annual salary
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of $18,575. With an Increase in staff
planned for FY' 1979-primarily
trainee and nonjourneymen level grad-
ers at the GS-5 and GS-7 levels-the
average grade level will be reduced.
This reduction in thq average grade
level has the: ffect of slightly lower-
ing that portion of the,. hourly fee re-
quired to recover grader salary costs,
thereby, resulting i,"1wer costs per
hour of revehue earnedr'

Accordingly. 7 CFR, 2853.27(a) pre-
scribing fees 'for Federal meat grading
service is hereby amended by changing
the phrases "$20.00 per hour," "$24.00
per hour," and .&$40.00 per hour" to
"$18.20 per hour,,' "$22.20 per hour,"
and "$36.40 per hour" respectively.

(Sec. 203, 205, 60 Stat. 1087, 1090, 7 U.S.C.
1622, 1624)

Since ,these amendments reflect a
decrease in the hourly fees charged
for voluntary Federal meat grading
service, Donald L. Houston, Acting Ad-
ministrator, has- determined that the
benefits to be derived therefrom
should be effected immediately.

Further, these amendments have
not been designated "significant" and
this final rulemaking -is being pub-
lished under emergency procedures as
authorized by 4xecutive Order 12044
and Secretary's Memorandum 1955. It
has been determined by Donald L.
Houston that the emergency nature of
these -amendments. warrants publica-
tion without waiting for public com-
ment and preparation of. an impact
statement. These amendments, as well
as the complete regulation, will be
scheduled for review under provisions
of Executive Order 12044 and Secre-
tary's Memorandum 1955.

Therefore, pursuant to the. authori-
ty in 5 U.S.C. 553, it is found upon
good cause that nbtice and other
public procedure with respect to these
amendments areo impracticable and
contrary to the public interest and
good cause is found for making these
amendments effective less than 30
days after publication in the FxERAxaL
REGISTER.

Done at Washington, D.C. on: March
2, 1979.

DONALD L. HOUSTON,
ActingAdministrator,

Food Safety and Quality Service

FR Doe. 79-6916 Filed 3-8-79; 8:45 am]

RULES- AND REGULATONS

[3410-37-M]

SUBCHAPTER E-EXPORT AND DOMESTIC
CONSUMPTION PROGRAMS -

PART 2880-FRESH IRISIk POTATOES

Subpart-FresA Round Wite and Re d
Potatoes-Livestock Feed Diversion
Program

AGENCY: Food Safety and Quality
Service, USDA. -

ACTION: Final rule.
SUMIARY: The purpose of this rule
is to set forth 'the terms and condi-
tions of a potato diversion program for
the 1978 crop of Round White and
Red potatoes produced in the Red
River Valley of Minnesota and North.
Dakota. This rule sets out the provi-
sions of eligibility for payments, the
need for approval of diversion by
USDA, the rate of payment to produc-
ers, and other. conditions of participa-
tion. This rule is necessary to inform
eligible producers of" this new pro-
gram's requirements.
EFFECTIVE DATE: March 12, 1979.
FOR FURTHER INFORMATION
CONTACT:

D. A. Thibeault, Chief, Commodity
Procurement Branch, Fruit and
Vegetable Quality Division, FSQS,
U.S. Department of Agriculture,
Washington, D.C. 20250, telephone:
(202) 447-2781.

SUPPLEMENTARY INFORMATION:
Following unusually good weather
during, the growing and harvesting
season, a surplus crop of potatoes for
fall harvest was produced in 1978. Al-
though the surplus consists principal-
ly of Russet potatoes, which are pro-
duced principally in the pacific north-
west, other types of potatoes consist-
ing of Round White and Red varieties
are at extremely low prices in the Red
River Valley'. A potato diversion pro-
gram accounting for a'sufficient ton-
nage will stabilize potato prices which
have been depressed owing to an exist-
ing nationwide surplus. U.S. potato
production in 1978 (360.4 million cwt.)
exceeds the previous record high set in
1976. Trade reports show that current
field run prices for Red River Valley
potatoes fall within one-half to two-
thirds of production costs.

An Impact Analysis Statement for a
Round White and Red potato diver-
sion program has been prepared and
provides specific detail of the need for
the diversion action, the scope of the
action proposed, the cost to the Gov-
ernment and the likely effect on pro-
ducer prices.

Due to the low returns f~om potato
sales, many producers of Round White
and Red potatoes are on the brink of
economic disaster. 'It is the judgment
of the USDA that the surplus -of
Round White and Red potatoes in the

Red River Valley of North Dakota and
Minnesota ranges from' 1 to 1 ,,2 million
hundredweights and that action Is
needed to divert surplus potatoes to
enhance potato prices. This action is
consistent with the original guidelines
of USDA to divert 12 million hundred-
weights of potatoes from the 1978 fall
crop.

Options considered for disposing of
the potatoes consisted of Government
aided and commercial export sales, do,
nations to school lunches, animal feed,
conversion to alcohol, starch, and fer-
tilizer, and natural dehydration for
animal feed. Due to large potato crops
in most parts of the world where pota-
toes'are consumed, export sales oppor-
tunities are limited this season. How-
'ever, the Department is considering
encouraging the export of dehydrated
potatoes and conversion of potatoes
into alcohol. This Department has
also made heavier than usual dona-
tions of potato products to Schools and
elderly feeding program this season.
However, this has had a limited
impact on the heavy domestic supply
of potatoes.

No starch facilities are available for
diversion of potatoes in the Red River
Valley. Livestock feeding either for
immediate use or spreading on pas-
tures for feeding later in the Spring
are the most expedient means of di-
verting potatoes. Accordingly, in order
to provide an incentive to producers to
divert their potatoes to use as live-
stock feed, payments are being offered
to eligible- producers in the Red River
Valley production area to encourage
such diversions. These payments are
being offered over a perlod of 30 days,
beginning March 12, 1979. The diver-
sion payments will compensate potato
producers for low prices obtained from
sales of potatoes for livestock feed,

Feeding potatoes to livestock can be
expected to be carried out under vari.
able conditions under this program, In
this respect the feeding requirements
of the program attempt to encompass
all generally used methods. It Is un-
derstood that some feeding arrange-
ments will be temporary and unsophis-
ticated and therefore less efficient in
limiting waste than some others.

In computing the permitted rates of
spreading potatoes on pasture land
where livestock are grazing, considera-
tion was given to the waste that will
occur through the animals trampling
the potatoes spread on the ground.
Similar consideration will be given by
USDA when deteimihing.whether ade-
quate pasturing by livestock has oc-
curred under the freeze-thaw method
of feeding. The definition of adequate
pasturing in the regulation contains
more details.

Diverters who are indebted to USDA
or to any other agency of the United
States are subject to the creditor
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agency making. a claim against any
amount due under the program. How-
ever, the diverter has the right to con-
test the justness of the indebtedness
involved either by administrative
app'eal or legal action.

The payment will be $2.00 per huh-
dredweight for potatoes diverted. Due
to the small volume to be diverted and
the limited time available this season
to achieve successful dehydration by
alternate freezing and thawing, the
program period will be limited to 30
days.

Immediate action is necessary to re-
lieve the commerical potato markets
from the price-depressing impact
which persistently exists when potato
supplies are in- surplus. Accordingly,
Dr. Donald L. Houston, Acting Admin-
istrator, FSQS, has determined that
an emergency situation exists requir-
ing immediate program action without
a- notice and comment period, that
compliance with the notice and public
procedure provisions of 5 U.S.C. 553 is
impracticable and contrary to the
public interest, and in accordance with
the provisions of Executive Order
12044 (43 FR 12661, March 24, 1978)
that it is not possible to publish these
regulations in proposed form and
allow 60 days for public comment.
However, the public is invited to
submit written comments concerning
this program to: Executive Secretariat,
Attention: Annie Johnson, Food
Safety and Quality Service, Room
3167, South Agriculture Building, U.S.
Department of Agriculture, Washing-
ton, D.C. 20250, In order to be sure of
consideration, comments must be re-
ceived by March 21, 1979. The pro-
gram will be reevaluated on the basis
of comments submitted. All comments
submitted pursuant to this notice will
be made available for public inspection
in the office of the Executive Secretar-
iat during regular hours of business.

Accordingly, 7 CPR Chapter XXVIII
is amended by adding a new subpart to
read as follows:

PART 2880-FRESH IRISH POTATOES

Subpart-Fresh Round White and Red
Pofatoes--Livestock Feed Diversion Programs

Sec.
2880.50 General statement.
2880.51 Administration.
2880.52 Area.
2880.53 Period of program
2880.54 Rate of payment.
2880.55 Eligibility for payment.
2880.56 Application and approval for par-

ticipation.
2880.57 Performance bond.
2880.58 Period of diversion.
2880.59 Definition of diversion.
2880.60 Diversion specifications.
2880.61' Inspection and certificate of diver-

sion.
2880.62 Methods of utilization.
2880.63 Claim for payment.

RULES AND REGULATIONS

see.
2880.64 Compliance wilth program provi-

slons.
2880.65 Inspection of premise.
2880.66 Records and accounts.
2880.67 Set-off.
2880.68 Joint payment or assignment.
2880.69 Officials not to benefit.
2880.70 Amendment and termination.

Auvzoarr. §2880.50 to 2880.70 Issued
under sec. 32_, 49 Stat 774, as amended (7
U.S.C. 612c).

§2880.50 General statement.
In order to encourage the domestic

consumption of fresh Round White
and Red potatoes by diverting them
from normal channels of trade and
commerce, the Secretary of Agricul-
ture, pursuant to the authority con-
ferred by section 32 of Public Law 320,
74th Congress, as aifiended, offers to
make payment for the diversion for
use as livestock feed of 1978 crop
Round White and Red potatoes, sub-
ject to the terms and conditions set
forth in this subpart, Information re-
lating to this program and forms pre-
scribed for use hereunder may be ob-
tained from the following.

Fruit and Vegetable Quality Divi-
sion, Food Safety and Quality Service,
United States Department of Agricul-
ture, Washington, D.C. 20250.

State Agricultural Stabilization and
Conservation Committees in the
States of Minnesota and North
Dakota.

County Agricultural Stabilization
and Conservation Committees In the
respective counties.

§ 2880.51 Administration.
The program provided for In thls

*subpart will be administered under the
general direction and supervision of
the Director, Fruit and Vegetable
Quality Division, Food Safety and
Quality Service, and in the field will
be carried out by the Agricultural Sta-
bilization and Conservation Service
through Agricultural Stabilization and
Conservation County Committees,
hereinafter referred to as the State
and County Committees. Each State
Committee will authorize one or more
employees to act as represqntatives of
the United States Department of Agri-
culture, hereinafter referred to as
USDA, to approve applications for
particlpation. The State and County
Committees or their authorized repre-
sentatives do not have authority to
modify or waive any of the provisions
of this subpart or any amendments or
supplements to this subpart.

§ 2880.52 Arca.
This program will be effective in the

States of Minnesota and North
Dakota.

12955

§ 2880.53 Period of program.
This program will be effective for a

thirty day period beginning March 12,
1979.

§ 2880.54 Rate of payment.
The rate of payment per 100 pounds

of potatoes in each lot which meet the
requirements of Specification A as de-
fined in § 2880.60 will be two dollars
per hundredweight for potatoes di-
verted from the inception of the pro-
gram through a period of 30 days. No
payment will be made for any frac-
tional part of 100 pounds and such
quantities shall be disregarded.

§ 2880.55 Eligibility for payment.
Payments will be" made under this

program to any individual, partner-
ship, association, or corporation pro-
ducing Round White and Red potatoes
in the States of Minnesota and North
Dakota, Ca) who executes and files an
application for participation on the
prescribed form, (b) who files a per-
formance bond as provided in
§ 2880.57, (c) whose application is ap-
proved, (d) who diverts his fresh
Round White and Red potatoes within
the States specified in the approved
application, -directly or through any
other person or persons, (e) who files a
claim as provided in § 2880.63, and (f)
who complies with all other terms and
conditions contained in this subpart.

§ 2880,56 Application and approval for
participation.

Producers desiring to participate in
this program must submit a written
application on Form ASCS-117 "Appli-
cation for Participation in Fresh Irish
Potato Livestock Feed Diversion Pro-
gram". Each applicant must submit a
performance bond as provided in
§ 2880.57. Applications and bonds
should be submitted to the County
ASCS Office for the county within
which the potatoes are to be diverted.
Applications will be considered in the
order received and in accordance with
the availability of funds. Applicants
will be notified of the approval, in
whole or in part, or nonapproval of
their application. Approved applica-
tions may be modified or amended
with the consent of the applicant and
the duly authorized representative of
the State Committee: Provided, that
such modification or amendment shall
not be in conflict with the provisions
of this subpart or any amendment or
supplements hereto. An approved ap-
plicant is hereinafter referred to as
"the diverter".

§ 2880.57 Performance bond.
In order to protect the Govern-

ment's interest, each applicant shall
submit with his first application for
participation a performance bond as
further assurance that the potatoes di-
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verted pursuant to this program will
be used exclusively for feeding to live-
stock -by methods prescribed in
§ 2880.62. The bond shall be executed
on Form ASCS-119, "Performance
Bond", by the principal and two indi-
vidual sureties, all of whom shall agree
to indemnify USDA for any losses,
claims, or payments made by .USDA
with respect to any quantity of such
potatoes not used for livestock feed.
USDA may disapprove any bond if for
any reason any surety does not in the
opinion of USDA afford USDA full
protection and security.

§ 2880.58 Period of diversion.
The potatoes in connection with

which payments are to be made must
be diverted (a) after the date of ap-
proval of the diverter's application, (b)
within the time period specified in the
approved application, and (p) in any
event on or before the termination
date of the program.

§ 2880.59 Definition of diversion.

Diversion of potatoes for use as live-
stock feed as used herein means the
initial processing.of potatoes for feed-
Ing to livestock by cutting, chopping,
ensilng, slicing,, gouging, crushing,
cooking or spreading for alternate

.freezing and thawing to -the degree
that the general appearance of the lot
as a whole, has been. damaged to such
an extent that, in the opinion of the
Inspector, the potatoes are readily and
obviously Identifiable _as having been
Initially processed and rendered, un-
suitable to enter into normal channels
of trade and commerce as potatoes.

§ 2880.60 Diversion specifications.

Round White and Red potatoes in
connection .with which payments- will
be made, will be the potatoes in each
lot which meet the requirements of
"Specification A", which potatoes are
hereby defined as meaning "Cellar '

Run" potatoes I which are equal to or
better than the quality requirements
of U.S. No. 2 Processing Grade (7 CFR
Sec. 51.3411), -except that they must
have a minimum diameter of 1Y'
inches and "no tolerance will be al-
lowed for defects or undersize. Also,
fry color, glucose content, and specific
gravity determination are hereby
waived under this grade determina-
tion. Potatoes which by clipping ends
or second growth could be made to
meet the quality requirements bf U.S.
No. 2 Processing Grade need not be so
clipped to be classed as Specification
A, but the weight of the portions
which customarily would be clipped
offshall be deducted in determining
the weight of those potatoes in the lot
which do meet the requirements of
Specification A.

t"Cellar Run" potatoes are hereby de-
fined as storage potatoes which have not
been sorted. I

RULES AND REGULATIONS

§ 2880661 Inspection and certificate of di-
version.

Prior to diversion, the potatoes shall
be inspected by an inspector author-
ized or licensed by the Secretary of
Agriculture to inspect and certify the
class, quality, and condition of fresh
Irish potatoes. The diverter shall be
responsible for requesting and arrang-
ing for inspection sp that the inspector
can be present to determine the pro-
portion of potatoes in each lot which
meet the quality requirements of
Specification- A. The inspector shall
also verify the quantity of po.tatoes
being diverted and that such potatoes
have been diverted as defined in
§ 2880.59. The diverter shall furnish
such scale tickets, weighing facilities,
or volume measurements as deter-
mined by the inspector to be necessary
for ascertaining the net weight of the
potatoes being diverted. The cost of in-
"specting, verifying the quantity, certi-
fying that diversion has been per-
formed, and issuing certificates there-
of shall be borne by the diverter. Cer-
tificates shall be prepared on Form
ASCS-118, "Invoice and Certificates of
Inspection and Diversion."

§ 2880.62 Methods of utilization.

Followi g -the initial processing as
specified in § 2880.59, the potatoes
must be fed to livestock by one or
more of the following methods:

(a) Feeding in barns or feed lots di-
rectly from troughs, bunkers, bins, or
other suitable feeding receptacle;

(b) Spreading on pasture land where
livestock are grazing, but the rate of
spreading during any seven-day period
shall not exceed 500.pounds of pota-
toes per head of cattle or horses or 250
pounds per head of sheep or swine; or

(c) Utilizing the pbtatoes for "live-
stbek feed after dehydration through
a prodess of alternate freezing and
thawing. In addition to other program
requirements, the following special
terms and conditions will be applicable
to such method:

(1) The potatoes must be spread on
pasture consisting of sod or other
grassland. The potatoes may not be
spread on land. set aside under the
Feed Grain Program, the Wheat Pro-
gram, or under a Water Bank Program
agreement. The land on which the po-
tatoes are spread may not be plowed
or otherwise cultivated until it ig de-
termined by USDA that adequate pas-
turing by livestock has taken place.

(2) The potatoes may be spread no
deeper than 4 inches at any point.

(3) Diversion payments will be com-
puted at the rate of $2.00 per hundred-
weight, but fifty 'percent of the pay-
ment to diverters by USDA will not be
made until it is determined by USDA
that adequate pasturing by livestock
has taken place. Adequate pasturing
will be considered to, have occurred

when potatoes have been grazed or
consumed to the extent little or no
feed value remains.

(i) Consideration shall be given to
evidence that reasonable numbers of
livestock had ample time to consume
the edible potatoes as determined
through actual counts of livestock or
visual remains thereof-tracks, drop-
pings, pasture grovth, etc.

(ii) In the event potatoes remail
after pasturing, evldence must exist
that most of such potatoes are no
longer edible because of normal spoil-
age due to weather conditions, spread-
ing, damage, tramplings, droppings,
etc. The range of losses from such
causes may be expected to be from 25
percent to 50 percent of the potatoes
originally spread. In case of greater
loss, documentation satisfactory to
ASCS must be provided to establish
the cause of such loss.

§ 2880.63 Claim for payment.
In order to obtain payment, the dl-

verter must submit to the State ASCS
Office which approved his application
a properly executed "Invoice and Cer-
tificates of Inspection and Diversion",
Form ASCS-118, and (except where
the diverter Is the feeder) a certifica-
tion of receipt by the ultimate feeder.
All such claims shall be filed not later
than one calendar month after the
termination date specified in the ap-
plicable approved application.

§ 2880.64 Compliance witli program provi-
sjons.

If USDA determines that any quan-
tity of potatoes diverted under this
program was not used exclusively for
livestock feed purposes, whether such
failure was caused directly by the di-
verter or by any other person or per-
sons, the diverter shall not be entitled
to diversion payments made in connec-
tion with such potatoes, shall refund
to USDA for any other damages in-
curred as a result of such failure to
use the potatoes exclusively for liv-
stock feed purposes. USDA may deny
any diverter the right to participate in
this program or the right to receive
payments In connection with any di-
version previously made undbr this
program, or both, if USDA determines
that: (a) The diverter has failed to use
or caused.to be used any quantity of
potatoes diverted under this program
exclusively for livestock feed, whether
such failure was caused directly by the
diverter or by any other person or per-
sons, (b) the diverter has not acted in
good faith in connection with any
transaction under this program, or (c)
the diverter has failed to discharge
fully any obligation assumed by him
under this program. Persons making
any misrepresentation of facts In con-
nection with this program for the pur-
pose of defrauding USDA will be sub-
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ject to the applicable civil and crimi-
nal provisions of the United States
Code.

§ 28SO.65 Inspection of premises.
The diverter shall permit authorized

representatives of USDA at any rea-
sonable time to have access to his
premies and any other premises on
which diversion for livestock feeding is
to take place, to inspect and examine
potatoes which are being diverted,,
used, or stored for diversion or use,
and to inspect and examine the facili-
ties for diverting, storing and using po-
tatops in order to determine to what
extent there is or has been compliance
with the provisions of this program.

§ 2880.66 Records and accounts.
If the diverter sells or otherwise dis-

poses of potatoes diverted pursuant to
this 'program to any other person or
persons for use as livestock feed or
starch manufacture, the diverter shall
keep accurate record and accounts
showing the details relative to the di-
version and disposition of such pota-
toes. The diverter shali.permit author-
ized representatives of USDA and the
General Accounting Office at any rea-
sonable time to inspect, examine, and
make copies of such records and ac-
counts in order to determine to what
extent there is or has been compliance
with the provisions of this program.
Such records and accounts shall be re-
tained by the diverter for three years
after date of last payment to him
under the program- or for two years
after date of audit of records by USDA
as provided herein, whichever is the
later.

§ 2880.67 Set-off.
If the diverter is indebted to USDA

or to any other agency of the United
States, set-off may be made against
any amount due the diverter hereun-
der. Setting off shall not deprive the
diverter of the right to contest the
justness of the indebtedness involved,
either by administrative appeal or by
legal action.

§ 2880.6S Joint payment or assignment.
The diverter may name a joint payee

on the claim for payment or may
assign, in accordance with the provi-
sions of the Assignment of Claims Act
of 1940, Public Law 811, 76th Con-
gress, as amended (31 U.S.C. 203, 41
U.S.C: 15), the proceeds of any claim
to a bank, trust company, Federal
lending agency, or other recognized fi-
nancing institution: Provided, that
such assignment shall be recognized
only if and when the assignee thereof
files written notice of the assignment
with the authorized representative of
USDA who approved the application,
together with a true copy of the in-
strument of assignment, in accordance
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with the instructions on Form CSS-66
or ASCS-66 "Notice of Assignment",
which form must be used in giving
notice of assignment to USDA. The
"Instrument of Assignment" may be
executed on Form CSS-347 or ASCS-
36, or the assignee may use his own
form of assignment. The forms may be
obtained trom the State ASCS Office
or the Washington office shown In
§ 2880.50.

§ 2880.69 Officials not to benefit.
No member of or delegate to Con-

gress or Resident Commissioner shall
be entitled to any share or part of any
contract resulting from this program
or to any benefits that may arise
therefrom, but this provision shall not
be considered to extend to such a con-
tract If made with a corporation for its
general benefit or to any such person
acting in his capacity as a farmer.

§28SO.70 Amendment and termination.
This subpart may be amended or ter,

minated at any time but the amend-
ment or termination shall not be effec-
tive earlier than the date of filing with
the Office of the Federal Register. No
amendment or termination shall be
applicable to any potatoes diverted
before the bffective time of such
amendment or termination.

An impact analysis has been pre-
pared and is available from: D. A. Thi-
beault, Chief. Commodity Procure-
ment Branch, Fruit and Vegetable
Quality Division. FSQS. U.S. Depart-
ment of Agriculture, Waslngton. D.C.
20250, Telephone: 202-447-2781.

Noru-The reporting and recordkl ping
requirements contained herein have been
approved by the Office of 1Maniement and
Budget in accordance with the Fc-cieral Re-
ports Act of 1942.

Dated: March 5. 1979.
DONALD L. HousToN.
ActlngAdministrator,

Food Safety and Quafit! Service.
[FR Doe. 79-7110 Filed 3-8-79:8:45 am]

[3410-34-M]
Title 9-Animals qnd Animal Products

CHAPTER I-ANIMAL AND PLANT
HEALTH INSPECTION SERVICE, DE-
PARTMENT WF AGRICULTURE

SUBCHAPTER C-INTERSTATE TRANSPORTA-
TION OF ANIMALS (INCLUDING POULTRY)
AND ANIMAL PRODUCTS

12957

PART 82-EXOTIC NEWCASTLE DIS-
EASE; AND PSITTACOSIS OR OR-
NITHOSIS IN POULTRY

Areas Quarantined

AGENCY: Animal and Plant Health
Inspection Service, USDA.
ACTION: Final Rule.

SUIMJA.RY: The purpose of this
amendment is to quarantine an addi-
tional portlon.of Orange County, Cali-
fornia and additional -portions of Los
Angeles County, California, because of
the existence of exotic Newcastle dis-
ease. Exotic Newcastle disease was
confirmed In Orange County, Califor-
nia on February 26, 1979, and in Los
Angeles County, California. on March
1. 1979. Therefore, In order to prevent
the dlzzemination of exotic Newcastle
disease it is necessary to quarantine
additional portions of such counties.

EFFECTIVE DATE: March 5, 1979.
FOR FURTHER INFORMATION
CONTACT:

Dr. M. A. Mixson, USDA, APHIS.
VS. Federal Building, Room 748, Hy-
attsvle, Maryland 20782. 301-436-
8073.

SUPPLEMENTARY INFORMATION:
This amendment quarantines an addi-
tional portion of Orange County, Cali-
fornia, and additional portions of Los
Angeles County. California, because of
the existence of exotic Newcastle dis-
ease in such areas.

Therefore, the restrictions pertain-
ing to the interstate movement of
poultry, mynah, and psittacine birds,
and birds of all other species under
any form of confinement, and their
carcasses and parts thereof, and cer-
tain other articles, from quarantined
areas, as contained in 9 CFR Part 82,
as amended, will apply to the quaran-
tined areas.

Accordingly. Part 82. Title 9., Code of
Federal Regulations, is hereby amend-
ed in the following respects:

In § 82.3(a)(1), relating to the State
of California, a new paragraph (v) re-
lating to Orange County. and new
paragraphs (6) and .(vll) relating to
Los Angeles County, are added to
read:

§ 82.3 Areas quarantined.

( a ) " 0 "

(1) California.

0 . &

(v) The premises of Parrot World,
Inc., 12531 Harbor Boulevard. Garden
Grove, Orange County.
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(vi) The premises of For The B'
Inc., 6605 Clava Street, Bell Gard
Los Angeles County. I I

(vii) The premises of Barry's E
Exotic Birds, 6141 Clava Street,
Gardens, Los Angeles County.

(Secs. 4-7, 23 Stat. 32, as amended;- se
and 2, 32 Stat. 791-792, as amended; sec
4, 33 Stat. 1264, 1265, as amended; se
and 11, 76 Stat. 130, 132 (21 U.S.C. 111.
115, 117, 120, 123-126,- 134b, 134f); 37
28464, 28477; 38 FR 19141.) ,

The amendnient imposes certair
strictions necessary to prevent thE
terstate spread of exotic Newcastle
ease, a communicable disease of p
try, from the quarantined areas,
therefore, must be made effective
mediately to accomplish its purpos
the public interest. It does not api
that public participation in this I
making prodeeding would make a
tional relevant information avail
to the Department.

Accordingly, under the adminik
tive procedure provisions In 5 U.
553, it Is found upon good cause I
notice andother public procedure'
respect to the amnendment are Imp
ticable and contrary to the public
terest, and good cause is found
making\ the amendment effec
before April 9, 1979.

Done at Washington, D.C., this
day of March 1979.

NomT.-This final rulemaking is being-
lished under emergency procedures as
thorized by 2E.O. -12044 and Secret
Mem~randum 1955. It has been determ
by M. A. Mixson, Acting Assistant De
Administrator, Animal Health Progr
APHIS, VS, USDA, that the possibilit
the spread of exotic Newcastle disease
other States or Territories of the Ui
States from the quarantined areas is sE
enough to constitute an emergency w
warrants the publication of this quarar
without waiting,for public comment.
amendment, as well as the complete rej
tion, will be scheduled for review under
visions of E.O. 12044 and Secretary's Mi
randum 1955. The review will include pi
ration of an Impact Analysis Statez
which will be available from Program
ices Staff,.Room 870, Federal Building,'
Belcrest Road, Hyattsville, Maryland 21
301-436-8695.

PIERRE A. CHALoux,
Deputy Administrator,

Veterinary Servic,

PR Doc. 79--7192 Filed 3-8-79; 8:45 au
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irds, [3410-34-M]
ens, /SUBCHAPTER D-EXPORTATION AND IMPOR-

TATION OF ANIMALS (INCLUDING POUL-
lurl, TRY) AND ANIMAL PRODUCTS
Bell

PART 92-IMPORTATION OF CER-
TAIN 'ANIMALS I AND POULTRY
AND CERTAIN ANIMAL AND'
POULTRY. PRODUCTS; INSPECTION

CS. 1 AND OTHER REQUIREMENTS FOR
s. 1-
Cs. 3 CERTAIN -MEANS OF CONVEY-
-113. ANCE AND SHIPPING CONTAINERS

FR THEREON

HarryS. Truman Animal Import
re- Center

ein-
dis- AGENCY: Animal and, Plant Health
oul- Inspection Service, USDA.
and, ACTION, Final Rule.
im- SUMMARY: This d6curment revises
e in the provisions of the cooperative
pear agreement to be used for the importa-
rule- tion of cattle into the Harry S.

Truman Animal Import Center. The
,ddi- changes are minor in nature and are
able being made merely to clarify the pro-

- visions of the cooperative agreement.

;tra- EFFECTIVE DATE: March 5, 1979.
S.C. FOR FURTHER INFORMATION
hat CONTACT,

vith Dr- D. E. Herrick, USDA, APHIS,
,rac- VS, Federal Building, Room 815, Hy-
-in- ,attsvflle, MD 20782 (301) 436-8170.-
for SUPPLEMENTARY INFORMATION:

tive On Friday, February 16, 1979,. there
was published in the, FEzEaL REGIStER
(44 FR 10052-10056) the fees and

5th method of collection of the fees from
importers of cattle to be imported
through the Harry S. Truman Animal

pub- Import Center (HSTAIC).
; au- The docket further explained that in
ary's -order to provide sound financial man-
ined agement both for the prospective im-
puty lorters and the Department, it is es-?ams,y of sential that the importers; prior to is--into suance of the special permits, 'assume
nited fiscal responsibility for the expenses
yere to be, incurred. Due to the unusual
hich nature of the service and the need to
itine have adequate funds on a fee basis
This available to the Department for the
,Ila- cost' of the significant services which
pro- will be performed in connection with

emo- the importation, of animals into the
repa- HSTAIC in accordance with the provi-
nent sions of section 1, of the Act of May 6,
Serv- 1970 (21 U.S.C. 135), the Department
6505 is requiring either advance payment or
)782. a payment bond meeting the require-

ments specified in the cooperative
agreement.

The Department has determined
that there is a need to amend the co-

?s. operative agreement in" order for the
importer to secure the necessary fi-

Ml nancing and to enter into the coopera-

tive agreement, and to enable the De-
partment to. continue with the proce-
dures necessary to qualify the cattle
for importation into the facility.

Thbe Department Is unable to furnish
specific effective dates, In advance, for
those importers wishing to use the
provisions of paragraph A(1)(b) (pay-
ment bond) in the cooperative agree-
ment. Therefore, the cooperative
agreement Is being amended to delete
provisions for such specific dates and
to provide that the bond shall be in
effect from the date of Issuance of the
import permit to the date the cattle
are released from quarantine or other-
wise disposed of. The date for the ter-
mination of the bond has been
changed from "the date the cattle are
scheduled to be released from quaran.
tine" to "the date the cattle are re-
leased from quarantine" In case some
reason arises which precludes their re-
lease from quarantine -on the sched-
uled date. The life of the payment

-bond Is estimated to be 8 months,
(Five months in U.S. quarantine and 3
months to complete foreign qualifying
procedures.)

Additionally, the first sentences of
paragraphs A(1)(a) and A(1)(b) of the
cooperative agreement are amended
by revising the language concerning
.the computation of the amount to be
deposited with the Department. Under
the present agreement, the amount to
be deposited with the Department is
equo~l to the established fee multiplied
by the number of cattle on the coop-
erator's import permit. Since an
import permit will not be Issued until
the cooperative agreement has been
signed, the language in the agreement
has been amended to reflect this fact.
The amount to be deposited will be
equal to the established fee multiplied
by the number of cattle for which an
Import permit is to be Issued to the co-
operator.

It is expected that approval of the
cooperative agreement and the deposit
of the necessary funds or payment
bond will be made no later than April
9, 1979, In order to expedite the first
importation.

The aforementioned changes ,arc
minor and have been made for the
purpose of clarifying the cooperative
agreement.

Accordingly, Part 92, Title 9, Code of
Federal Regulations, is amended in
the following respects:

In § 92.41, paragraph (c) Parts A
(1)(a) and A(l)(b) are amended to
read:

§92.41 Requirements for the Importation
of animals into the United 'States
through the Harry S. Truman Animal
Import Center.

* C .r *mn

(c) Cooperative Agreement.
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A. The Cooperatai Agrees

1. a. To deposit with the Service upon ex-
ecution of this agreement the amount of
- (equal to the established fee multiplied
by the number of cattle for which an import
permit is to be issued to the cooperator) to
cover the cost to the Department to qualify
animals in the foreign country for entrance
into the Harry S. Truman Animal. Import
Center and the quarantine period at that fa-
cility and to qualify the cattle for importa-
tion into the United States. or,

b. To deposit with the Service upon execu-
tion of this agreement a payment bond In
the amount of - (equal to the established
fee multiplied by the number of cattle for
which an import permit is to be Issued to
the Cooperator). Payment will be due one
month prior to the day the cattle are sched-
uled to be released from quarantine. The
bond shall be in effect from the date of the
issuance of the import permit to the date
the cattle are released from quarantine or
otherwise disposed of. This time is estimat-
ed to be for not less than 8 months. Forfeit-
ure for the entire amount of the bond shall
occur if payment is not received from the
Cooperator by the due date.

It is necessary to publish these regu-
lations as a final rule, to become effec-
tive immediately, in order to allow the
importers of cattle to (1) secure the
necessary financing; (2) enter into a
cooperative agreement with the De-
partment; and (3) make the necessary
arrangements for the required pre-
entry quarantine procedures. This is
necessary in order to insure that the
space available, In HSTAIC is as fully
utilized as possible.

Therefore, for such good cause the
Department finds that notice and
other . public procedure regarding
these amendments are impracticable
and contrary to the public interest and
good cause is found for making these
amendments effective less than 30 days
after publication in the Federal Regis-
ter.

NoT&-This final rulemaking is being pub-
lished under emergency procedures as au-
thorized by .O. 12044, and Secretary's
Memorandum No. 1955. It has been deter-
mined by Dr. G. V. Peacock, Director, iNa-
tional Program Planning Staffs, Veterinary
Serices, Animal and Plant Health Inspec-
tion Service, that the emergency nature of
this rule, as indicated above, warrants the
publication of this rule without waiting for
puiblie comment. This amendment, as well
as the complete regulation, will be sched-
uled for review under provisions of E.O.
12044 and Secretary's Memorandum No.
1955. An Impact Analysis Statement has
been prepared and is available from Pro-
gram Services Staff. Room 870, Federal
Building, 6505 Belcrest Road. Hyattsvlile.
MD 20782, 301-436-8695.

-Done at Washington, D.C., this 5th
day of March 1979.

PImRE A. CHALoux.
DeputyAdministrator,

Veterinary Services.

[FR Doc. 79-7222 Filed 3-8-79; 8:45 am]

[6450-01-M]

Title 10-Energy

CHAPTER II-ECONOMIC REGULA-
TORY ADMINISTRATION, DEPART-
MENT OF ENERGY -

PART 211-MANDATORY PETRO-
LEUM ALLOCATION REGULATIONS

Standby Petroleum Product Allocation
Regulations-Activaion Order To
Update the Motor Gasoline Alloca-

.tion Base Period: Change of Rear-
ing Dates and Location; Standby
Regulation Activation Order No. 1

AGENCY: Economic Regulatory Ad-
ministration.
ACTION: Notice of Change of Hearing
Dates and Location.
SUMMARY: The Economic Regula-
tory Administration (ERA) of the De-
partment of Energy (DOE) hereby
gives notice of a change In the date
and location for the public hearing on
Its activation order to update the
motor gasoline base period previously
set forth in the notice of the activa-
tion order issued on February 22, 1979
(44 FR 11202, February 28, 1979). The
change l9 being made to allow ERA to
receive public comments as quickly as
possible tb resolve many of the Issues
raised since issuance of the activation
order.
DATES: The hearing In Washington,
D.C., previously scheduled for March
27, 1979, is now scheduled for March
21, 1979, 9:30 am., and will be contin-
ued, if necessary, at 9:30 nm. on
March 22 and March 23. Written com-
ments to be submitted by 4:30 p.m.,
e.s.t., March 30, 1979, to: Public Hear-
ing Management, Room 2313, 2000 M
Street, N.W., Washington, D.C. 20461.
Requests to speak must be made by
March 16, 1979. If your are selected to
be heard, you will be so notified before
4:30 p.m., e.s.t., March 19, 1979. and
will be required to submit one hun-
dred copies of your statement to:
Public Hearing Management. Standby
Activation Order No. 1, Economic Reg-
ulatory Administration, Room 2313,

'2000 M Street, N.W., Washington, D.C.
20461, before 4:30 pm., es.t, March
19, 1979.
HEARING LOCATION: The hearing
locatloui is changed from Room 2105,
2000 M Street, N.W., Washington. D.C.
to Room 3000A, Federal Building, 12th
and Pennsylvania Avenue, N.W.,
Washington, D.C. 20461.
FOR FURTHER INFORMATION
CONTACT.

Robert G. Gillette (Comment Proce-
dures), Economic Regulatory Admn-

Istratlon. 2000 M Street, NW. Room
2214B, Washington. D.C. 20461 (202)
254-5201.

William Webb (Office of Public In-
formation). Economic Regulatory
Administration, 2000 M Street. N.W.,
Room B-110. Washington. D.C.
20461 (202) 634-2170.
Gerald P. Emmer (Regulations and
Emergency Planning), Economic
Regulatory Administration, 2000 M
Street, N.W.. Room 2304, Washing-
ton. D.C. 20461 (202) 254-7200.

Michael Paige or Joel M. Yudson
(Office of General Counsel). Depart-
ment of Energy, 1000 Independence
Avenue, S.W., Room 6A-127. Wash-
Ington, D.C. 20585 (202) 252-6739.

Issued in -Washington, D.C., March
6, 1979.

DouGLAs G. RoBiNsoN,
Assistant Administrator, Regula-

lions and Emergency Plan-
ning, Economic Regulatoryj
Administration.

[FR Doe. 79-7233 Filed 34-79; 8:45 am.

[6210-01-M]
Title 12-Banks and Banking

CHAPTER It-FEDERAL RESERVE
SYSTEM

SUBCHAPTER A-BOARD OF GOVERNORS OF
THE FEDERAL RESERVE SYSTEM

[eg. 0; Docket No. R-0194

PART 215-LOANS TO EXECUTIVE'
OFFICERS, DIRECTORS, AND PRIN-
CIPAL SHAREHOLDERS OF MEMBER
BANKS

Rules to Implement New Law

AGENCY: Board of Governors of the
Federal Reserve System.
ACTION: Final regulation.
SUMIMARY: The Board of Governors
of the Federal Reserve System has
amended Its Regulation 0 (12 CFR
Part 215), formerly entitled "Loans to
Executive Officers of Member Banks."
Amended Regulation 0 implements
new section 22(h) of the Federal Re-
serve Act, recently enacted by Con-
gress as section 104 of the Financial
Institutions Regulatory and Interest
Rate Control Act of 1978 ("FIRA")
(Pub. T. 95-630). The requirements of
section 22(h) relate to loans by a
member bank (1) to an executive offi-
cer, director or principal shareholder
of the member bank or of any of Its
bank holding company affiliates or (2)
to a company or political or campaign
committee controlled by any of these
persons.
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The amendments to the regulation
were adopted after review of the ex-
tensive public comment on the propos-
als. The amendments will become ef-
fective on March 10, 1979, to meet the
effective date of section 22(h). Howev-
er, the Board has invited additional
public comment on the final rules for
a further 60 day period. The Board
will consider comments and adopt any
appropriate amendments to the regu-
lation as soon as practicable.
DATES: The regulation is effective
March 10, 1979. Comments must be re-
ceived by May 9, 1979.
ADDRESS: Comments should be in
writing and should refer to Docket No.
R-0194. They should'be sent to Secre-
tary, Board of Governors of the Feder-
al Reserve System, Washington, D.C.
20551. The comments will be made
available for inspection and.copying as
provided in the Board's Rules Regard-
ing Availability of Information (r2
CFR Part 261).
FOR FURTHER INFORMATION
CONTACT:

James V. Mattingly or Michael E.
Bleler, Senior Attorneys, Legal Divi-
sion (202-452-3430 or 3721), or Mary

.Curtin, Senior Attorney, Division of
Banking Supervision and Regulation
(202-452-2620), Board of Governors
of the Federal Reserve System.

'SUPPLEMENTARY INFORMATION:
On December 28, 1978, the Board of
Goverpors of the Federal -Reserve
System proposed amendments to its
Regulation 0 to implement the re-
quirements of new section 22(h) of the
Federal Reserve Act (44 FR 893, Janu-
ary. 3, .1979). Section 22(h) governs
loans by a member bank to any of its
executive officers, directors or princi-
pal shareholders and. to their related
interests. An ekecutive officer, direo-
tor or principal shareholder of the
member bank is defined to include any
person that has the same relationship
with (1) a bank holding company of
which the member bank is a subsidi-
ary or (2) any other subsidiary of that
bank holding company.1 A principal
shareholder means an individual or
company that controls more than 10
per cent 2 of any class of voting shares

'In certain circumstances, as discussed
below, executive officers of other subsidiar-
les of the member bank's parent bank hold-
ing company are not considered to be execu-
tive officers of the member bank.

2if the nember bank is lopated in a city,
town or village with a population of less
thal 30,000, this figure Is 18 percent for the
purpose of the 10 percent lending limit es-
tablished by section 22(h). If such a member
bank is a subsidiary of a bank holding com-
pany, a person will not be a principal share-
holder of the bank holding company unless
the person controls more than 18 percent of
any class of- voting securities of the bank
holding company.

'IMLES AND REGULATIONS

of the bank or company. (Shares held
by a member of an-individual's imme-
diate family are considered held by
the individual in determining principal
shareholder status). The limitations of
section 22(h) (except for the overdraft
prohibition) also apply to a related in-
terest of any of these persons. A relat-
ed interest is a company that is con-
trolled by, or a political or campaign
committee- that -is controlled by or
that benefits, a person.
,Section 22(h) has four limitations.

The statue generally:
(1) Establishes a lending limit of 10 per-

cent of-a member bank's capital and surplus
(subject to certain exceptios) 3 for the ag-
gregate amount of all loans by the bank to:
(a) Each of its executive officers and the of-
ficer's related -interests, (b) each of its prin-
cipal shareholders and the shareholder's re-.
lated interests, or (c) the related interests of
each of the bank's executive officers and
principal shareholders;4

(2) Prohibits the payment by a member
bank of an overdraft of an executive officer
or director on an account at the bank; 5

(3) Requires that every extension of credit
by a member bank to any of its executive of-
ficers, directors or principal shareholders or
to any related interest of such a person (a)
be madepn substantially the same terms as
those prevailing at the time for comparable
transactions with other persons and (b) not
involve more than the normal risk of repay-
ment or present other unfavorable features;
and

(4) Requires that every extension of Credit
by a member bank to any of its executive of-
ficers, directors or principal shareholders, or
to 'any related interest of such a person,
that would exceed $25,000, when all loans to
the person and the person's related inter-
ests are aggregated, be approved in advance
by a majority of the entire board of direc-
tors of the 'bank, with. the Interested party
abstaining from voting. -

The Board has received well over 200
written comments concerning the pro-

'These exceptions are set forth in section
5200 of the Revised Statutes; 12 U.S.C. 84.
The exceptions generally provide higher or
no limits for certain types of secured obliga-
tions. For example, obligations fully secured
by direct obligations of, or fully quaranteed
as to principal and interest by, the United
States are not subject. to any limitation
under section 5200 of the Revised Statutes.
12 CPR 7.1580. A copy of that statute' has
been included as an appendix tothe regula-
tion. See also 12 CFR Part 7, Subpart A, for
a discussion of these exceptions.

4The 10 percent lending limit does not
apply to member bank loans to a director of
(a) the member bank, (b) the member
bank's parent bank holding company, or (c)
any other subsidiary of the parent, bank
holding company, unless the director is also
an executive officer or principal sharehold-
er.

5The prohibition against payment by a
-member bank of an overdraft does not apply
to an overdraft of a principal shareholder of
(a) the member bank, (b) its parent bank
holding company, or- (c) any other subsidl-
ary of the parent bank holding company,
unless the principal shareholder is also an
executive'officer or director. The overdraft
prohibition also-does not apply to related in-
terests.

posed regulation and has modified the
regulation after considering the con-
cerns expressed by the comments. The
Board and the Comptroller of the Cur-
rency are aware of the complexities of
the new statute and the brief period of
time betyeen publication of amended
Regulation 0 and the effective date of
the statute. The agencies will consider
these factors in connection with any
enforcement action for a violation op-
curring during the first 60 days that
the regulation is in effect, The agen-
cies have adopted this policy in recog-
nition of the fact that some may inad-
vertently violate the regulation before
they have developed procedures for
compliance with It.

DiscussIoN oF ISuEs

1. Prior approval by the board of dl-
rectors, Most of the comments re-
ceived were directed to the statute's
requirement that a majority of the
entire board of directors of the
member bank approve In advance
loans by the member bank aggregating
over $25,000 to any of Its executive of-
ficers, directors or principal sharehold.
ers ("bank officials") or the related in-
terests of these persons. The com-
iments advised that the prior approval
requirement was unnecessarily harsh
and would tend to discourage qualified
persons from serving as bank directors
due to delays they could face In ob-
taining credit,

After considering these commonts,
the Board has amended the regulation
to clarify that once a line of credit has
been approved by a majority of the
bank's entire board of directors, draw-
downs on that line of credit do not re-
quire further approval by the board of
directors if two conditions are met.
The regulation requires (1) that the
line of credit have been approved
within. 14 months of the date of the
drawdown; and (2) that the terms of
the drawdown comply with the stat-
ute's prohibition against preferential
lending and not involve more than the
normal risk of repayment or present
other unfavorable features. This modi-
fication is consistent with both the
letter and spirit of section 22(h).

2. Overdrafts. About 65 of the com-
ments received by the Board suggested
that provision be made in the regula-
tion for inadvertent overdrafts. The
regulation and the statute provide ex-
ceptions from the prohibition against
payment of an overdraft when the
overdraft Is paid pursuant to: (1) A
written, preauthorized interest-bear-
ing loan plan that specifies a method
of repayment, or (2) a written,
preauthorized transfer of funds from
another account of the account holder
at the bank. In addition, the Board
has modified the regulation to allow
the payment of an inadvertent over-
draft of a limited amount that will be
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promptly repaid. The regulation re-
quires the member bank to charge the
director or officer the same fee
charged any other customer of the
bank in similar circumstances. The

'Board intends- that this provision be
.-,used solely in the unusual case of an
.- inadvertent overdraft. This amend-
ment is consistent with the Board's
previous definition of extension of
credit in Regulation 0, with the statu-
tory exception for interest-bearing
overdraft plans, and with the purpose
of section 22(h) to prevent self-dealing
by bank officials.

3. Lending limit A number of com-
ments raised the question whether the
10 per cent lending limit of section
22(h) applies to a loan by a member
bank to its parent bank holding com-
pany or a nonbank subsidiary of that
holding company.6 Currently, loans by
a member bank to its parent bank
holding company and to all other sub-
sidiaries of that holding company (in-
cluding subsidiary banks) are subject,
in the aggregate, to a lending limit of
20 per cent of the member bank's capi-
tal and surplus under section 23A of
the Federal Reserve Act (12 U.S.C.
371c). Under section 23A; a member
bank's parent bank holding company
and any other subsidiary of that hold-
ing company would be considered an
affiliate of the member bank.

" To subject loans within a bank hold-
ing company system to the aggregate
lending limit of section 22(h) would, in
many situations, result in an amend-
ment of the 20 per cent lending limit
of section 23A: The Board finds no evi-
dence of any Congressional intent to
effect such an amendment or signifi-
cant modification, of section 23A.
Indeed, a Congressional intent that
the two statutes be interpreted con-
sistently is evident from the require-
ment in section 22(h) that the term
extension of credit shall have the
same meaning-as in section 23A. Ac-
cordingly, the regulation excludes
from the lending limit of section 22(h)
an extension of credit by a member
bank to its parent bank holding com-
pany or to any other subsidiary of
that bank holding company. The ex-
clusion applies also to a foreign bank
that controls a domestic bank and to
the other subsidiaries of the foreign
bank.

However, a member bank's loans to
its parent bank holding company and
to nonbank subsididries of that hold-
ing -company remain subject to the
prior approval and preferential lend-

'ing restrictions of section 22(h). In ad-
dition, a member bank's loans to a
principal shareholder or executive of-

6Because insured banks are excluded from
the definition of "company" in section

- 22(h), loans by a member bank to any of Its
insured bank affiliates are not subject to
the restrictions of section 22(h) (including
the 10 per cent lending limit).

ficer of the member bank's parent
bank holding company or of any other
subsidiary of that bank holding com-
pany and to .all related interests of
these persons are subject to the 10 per
cent lending limit (and other applica-
ble restrictions) of section 22(h).

The Board has also excluded from
coverage as a member bank under sec-
tion 22(h) a foreign bank that main-
tains a branch in the United States,
whether or not the branch is insured.
Under the International Banking Act
of 1978 (Pub. L. 95-369), a foreign
bank that has an Insured branch is
treated as a nonmember insured bank
(12 U.S.C. 1813(h)). Without the ex-
clusion, the foreign bank would be-
subject to the provisions of section
22(h), which are made applicable to
nonmember Insured banks as if they
were member banks (12 US.C.
1828(j)(2)). This exclusion Is consist-
ent with the exemption from section
23A granted to such foreign banks
under the International Banking Act
(12 U.S.C. 1828(j)(1)) and with the re-
quirement of that statute (12 U.S.C.
3105(d)) that the Board submit to the
Congressional banking committees
within two years a recommendation
regarding limitations that should be
placed on foreign banks regarding
loans to their affiliates. It should be
noted that the Board maintains resid-
ual supervisory authority over all U.S.
operations of foreign banks.

4. Preferential Lending. Under the
statute, a member bank's loans to
bank officials and their related inter-
ests must be made on "substantially
the same terms" as "comparable trans-
actions with other persons." The pro-
posed regulation Issued for comment
reflected the Board's view that "other
persons" meant persons not associated
with the bank. A number of the com-
ments (mainly from State nonmember
banks) inquired whether, under the
proposed Regulation 0 issued for com-
ment, executive officers may obtain
preferential interest rates under bank
employee benefit plans. The issue has
arisen because State nonmember
banks are not subject to the prohibi-
tion of section 22(g) of the Federal Re-
serve Act against lending by a member
bank to Its executive officers at prefer-
ential rates.7

The Board has decided that the
preferential lending rules should be
uniform for all insured banks. Since

-Under Regulation 0. the Board has al-
lowed executive officers of member banks to
participate in bank credit card, check credit
and similar open end credit plans as long as
the terms of such indebtedness were not
more favorable than those offered to the
general public. The Board has also required
other indebtedness of executive officers to a
member bank to be on terms no more favor-
able than those available to persons not as-
sociated with the bank. See footnote 8.
below.

the Board finds little basis to change
Its long-held view that preferential
lending by a member bank to its ex-
ecutive officers is not permitted by
section 22(g) or to conclude that new
section 22(h) shoull be interpreted to
allow preferential lending, the Board
has rejected the requested change-
The Board believes the Congress has
indicated a desire to prohibit preferen-
tial lending by insured banks to their
executive officers, directors, or princi-
pal shareholders. Indeed, in Title VIII
of FIRA. Congress has prohibited such
preferential lending by banks that
maintain a correspondent account re-
lationship to each other's executive of-
ficers, directors, or principal share-
holders.
.5. Executive officer. The Board has

continued in Regulation 0 its previous
defintion of executive officer as one
who participates or is authorized to
participate (other than-in the capacity
of a director) in major policymaking
functions of a bank or company.
Under section 22(h), an "officer" of a
bank holding company of which a
member bank is a subsidiary and an
"officer" of iny other subsidiary of
that holding company is deemed to be
an "officer" of the member bank.
While officers of a member bank's
holding company affiliates are thus
considered officers of the member
bank for purposes of'section 22(h), the
statute's prohibitions run only to "ex-
ecutive officers".

Amended Regulation 0 makes it
clear that the limitations of section

-22(h) regarding member bank loans to
Its executive officers also apply to all
executive officers of-a bank holding
company of which the member bank is
a subsidiary. The regulation also in-
cludes, as executive officers of the
member bank, all executive officers of
all other subsidiaries of the member
bank's parent bank holding company
unless: (1) The executive officer is ex-
cluded (by name or by title) from par-
ticipation in major policymaking func-
tions of the member bank by resolu-
tions of the boards of directors of both
the member bank and the other sub-
sidiary, and (2) the executive officer
does not actually participate in major
policymaking functions of the member
bank.

6. Definition of Subsidiarg. A
number of the comments have raised
the question whether a subsidiary of a
member bank would be considered-to
be an "other subsidiary" of the
member bank's parent bank holding
company. If so, member bank loans to
Its own subsidiaries would be subject
to the lending restrictions of section
22(h). As noted in paragraph 3 above,
the Board has excluded member bank
loans to Its bank holding company af-
filiates from the 10 per cent limitation
of section 22(h).
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Section 22(h) applies to loans by a
member bank to its principal share-
holders and to a company "controlled"
by a principal shareholder. There does
not appear to-be any Congressional
intent to cover credit transactions be-
tween a member bank and its own sub-
sidiaries. In addition, the Board has
long held that a credit transaction by
a member bank with an operations
subsidiary of the- bank is not an exten-
sion of credit of'the kind intended to
be restricted by section 23A. (12 CFR
250.240). The Board reasoned that the
subsidiary *is' in effect part of its
parent bank just as though it were a'
department of the bank. For these
reasons and consistent with section
23A, the Board has revised Regulation
o to clarify that member bank loans

'to its own subsidiaries are not subject
to the limitations of section 22(h) (in-
cluding the prior approval and prefer-
ential lending requirements) and that
executive officers, directors and princi-
pal shareholders of such subsidiaries
will not be deemed to have that same
relationship with the parent member
bank. To accomplish this, § 215.2(1) of
the regulation specifies that the term
"subsidiary" does not include a subsid-
iary of amember bank.

However, if an officer, director or
principal shareholder of a subsidiary
of a memlier bank participates, or has
authority to participate, in major poll-
cymaking functions of the member
bank, that individual is considered to
be an executive officer of the member
bank under the definition of executive
officer in amended Regulation 0,
whether or notthe person holds any
official positiofn with the member
bank. Such a person and all his related
Interests would then be subjegt to all
the restrictions of section 22(h). The
Board's rules concerning member bank
lending with respect to its own subsid-
iaries have been adopted on the basis
of the Board's experience in the super-
vision of such relationships and in the
light of the lpurposes of the Act.

7. Control of-a bank or company. A
number of comment s .questioned
whether ai individual would, by
reason of a position as an executive of-
ficer or director of a bank or company,
be considered to control the bank or
company or to exercise a controlling
influence over its management or poli-
cies. The Board has amended the regu-
lation to clarify that an individual will
not be presumed to control a company
or a bank solely because of the individ-
ual's position as a director or executive
officer of the company or bank. The
regulation also establishes rebuttable
presumptions of control in the follow-
ing two situations:

1. Where an executive officer or director
controls more than 10 per cent of the shares
of the bank or company; or

2. Where any person owns more than 10
per cent of the shares of a bank or company
and no other person owns or controls a
greater percentage of the institution's
shares.

Provision has been made in the regula-
tion for a person to rebut these pre-
sumptions.

8. Immediate family. Under the reg-
ulation, shares owned or controlled by
a-member of an individual's immediate
family are considered to be owned or
controlled by the individual for the
purpose of determining whether the
individual is a principal shardholder.
The Board has limited the definition

-of immediate family to an individual's
spouse, minor children, and the indi-
vidual's children (including adults)
living in the same household..

9. Time to bring outstanding loans
into compliance with the lending
limit. The proposed regulatioil Issued
for comment provided two different
schedules for bringing loans outstand-
ing on the effective date of section
22(h) (Mardh 10, 1979) into compli-
ance with the 10 per cent lending
limit. The Board proposed one sched-
ule for loans made'-before November
10, 19-78 (the date section 22(h) was
enacted), and another schedule for
loans made between November 10,
1978; and March 10, 1979.

Many of the comments stated that
these periods were too short (especial-
ly in the case of State banks not
before subject to the general 10 per
cent limit of section 5200 of the Re-
vised Statutes) and that the effect of
the compliance deadlines would be
particularly harsh in the case of term
loans, such as residential mortgage
loans, that are payable on a fixed
schedule.

The Board has revised the proposed
regulation to allow term loans with
fixed maturities (including residential
mortgage loans) that were made
before .March 10, 1979, to be repaid in
accordance with their existing pay-
ment schedules. Other loans (typically
demand'loans) are required to be re-
duced in amount to comply with the
lending limit by March 10, 1980 (with
two one-year extensions available for
good cause).

The Board has also revised the pro-
posed regulation to eliminate the sepa-
rate' compliance schedule for loans
made between the enactment date and
effective date of section 22(h)-that is,
between November 10, 1978, and
March 10, 1979. Loans made during
this interim period (except for term
loans with fixed maturities) must now
be brought into compliance within the.
same time period asw loans made before
November 10, '1978, that is, by March
10, 1980. The- Board expects that no
dxtensions of time beyond March 10,
1980, to bring these loans into compli-
ance-will be granted.

The appropriate Federal banking
agency will examine term loans made
during this interim period closely, par
ticularly those made between Febru.
ary 28, 1979 (the date of the Board
meeting at which amended Regulation
0 was adopted), and March 10, 1970,
to determine if they were made to
avoid the lending limit or preferential
lending restrictions of the statute, If
so, these loans may be subject to iU-
pervisory action by the apprbprlate
banking agency or to further tegula.
tory action.

The prohibitions of section 22(h)
against preferential lending are pro.
spective. Preferential loans that are
outstanding on March 10, 1979, are
not specifically addressed in the stat-
ute or Regulation 0. HoweVer,
member banks should eliminate the
preferential terms on such loans as
soon as practicable. If such terms arc
not eliminated, they may be subject to
criticism. This policy applies particu-
larly, to demand loans that are within
the power of the bank to call and re-
negotiate at any time.

Finally, consideration is belnglven
to requiring that an extension of
credit by a member bank to a person
that subsequently becomes a bank of.
ficial or to a related interest of such a
person be brought into compliance
with the lending limit and preferential
lending restrictions of §§ 215.4(a) and
215.4(c) within 2 years of the date the
person becomes covered by the regula-
tion. This 2 year time period would be
subject to extension by the appropri-
ate Federal banking agency ,for good
cause. Such a requirement may be nec-
essary to prevent evasions of section
22(h). Public comment is requested
specifically on this possible amend-
ment.

10. Capital and Surplus. As Indicat-
ed, the lending limit of section 22(h) is
based on the member bank's capital
stock and unimpaired surplus. In its
original notice, the Board requested
comment on whether subordinated
notes and debentures should be in-
cluded as capital and surplus for the
purposes of this lending limit.

The comments were virtually unani-
mous In urglng the agencies to adopt a
common definition of capital to avoid
any inequality that might result be-
tween national and State banks. The
comments were also virtually unani-
mous in urging that subordinated
notes and debentures be included as
capital. The regulation now defines a
meniber bank's capital stock and sur-
plus to be an amount equal to the sum
of-(1) the "total equity capital" of the
member bank as reported in its most
recent consolidated report of condi-
tIon, (2) subordinated notes and de-
bentures that have been approved as
an addition to the bank's capital strue-
ture by the appropriate Federal bank-
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ing agency, and (3) valuation reserves
created by charges to the member
bank's income.

The Board's inclusion of subordinat-
ed notes and debentures in the defini-
tion of capital and surplus is solely for
the purposes of the lending limit es-
tablished by section 22(h) and should
not be construed as reflecting any po-
sition of the Board on whether subor-
dinated notes and debentures should
be considered part of a member bank's
capital or surplus for other purposes.

11. Section 22(g) of the Federal Re-
serve AcL Under the Board's proposed
regulation, the lending limit of section
22(h) would not have applied to pre-
vent an extension of credit authorized
under section 22(g) of the Federal Re-
serve -Act (which goVerns member
bank loans to its executive officers).8

The Board received little favorable
comment on the proposal. "The pro-
posed provision would not have been,
available to national banks, because
they are in any event subject to a 10
per cent limit under section 5200 of
the Revised Statutes.

* The Board proposed the rule as a
means to lessen the impact of section
22(h) and the proposed cbmpliance
deadlines with respect to home mort-

- gage loans made before March 10,
1979, by State banks to their executive
officers. As originally proposed, such
loans would have bqen required to be
reduced by March 10, 1980, to comply
with the 10 per cent lending limit.

-Since the regulation now exempts
home mortgage loans made 'before
March 10, 1979, from the compliance
deadline of March 10, 1980, and such
mortgage loans may be reduced in ac-
cordance with their original repay-
ment schedules, the proposed exclu-
sion is no longer necessary. Therefore,
a loan by a member bank to any of its
executive 'officers must comply with
the requirements of both sections
22(g) and 22(h).

The Board has also decided to retain
in amended Regulation 0 a recitation
of the lending limitations and report-
ing requirements of former Regulation
0, which implemented section 22(g).
However, the regulation shortens and
simplifies the language of former Reg-
ulation 0 with respect to these provi-
sions.

Unlike the requirements of section
22(h), which are -applicable to member
bank loans to executive.officers of the
member bank as well as to executive
officers of the member bank's parent
bank holding company and other sub-
sidiaries of that bank holding compa-
ny, section 22(g) is applicable only to

8Section. 22(g) of the Federal Reserve Act
limits member bank loans to each of Its ex-
ecutive officers to $30,000 for home mort-
gage credit, $10,000 to educate the executive
officer's children, and $5,000 for other pur-
poses. Effective March 10, 1979. section 110
of Title I of FIRA doubles these amounts.
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member bank loans to Its own execu-
tive officers. A great many State non-
member insured banks questioned
whether FIRA had caused section
22(g) to apply to nonmember insured
banks. The answer is that section 22(g)
is not applicable, and has not been
made applicable by FIRA, to non-
member insured banks. Section 22(g)
is applicable only to member banks
and their loans to their own executive
officers. The lending restrictions and
reporting requirements of section
22(g) are now .contalned in §§ 215.5,
215.8, and 215.9 of amended Regula-
tion 0.

12. Extension of Credit The regula-
tion defines an extension of credit as a
making or renewal of any loan, the
granting of a line of credit, or an ex-
tending of credit in any manner what-
soever. The regulation specifically in-
cludes a purchase of securities under
repurchase agreement, the issuance of
a standby letter of credit, and an en-
dorsement or guarantee. 9 The regula-
tion excludes certain indebtedness nec-
essary to protect the bank against loss
and bank credit card plans and other
types of open end credit in an amount
not to exceed $5,000 if the credit is on
terms not more favorable than those
offered to the general public. It should
be noted that the provisions of section
22(h) do not apply to credit transac-
tions between Insured bank affiliates
since an insured bank Is excluded from
the definition of company in section
22(h) (see footnote 6, above).

As indicated above, the term exten-
sion of credit in section 22(h) has the
same meaning as in section 23A. The
Board intends to interpret the term
extension of credit for the purposes of
section 22(h) consistently with Its in-
terpretations of section 23A.

The Board has also modified the
definition of extension of credit to
clarify that when a bank official or a
related interest receives the proceeds
or tangible economic benefit of an ex-
tension of credit, the extension of
credit will be considered made to that
person for purposes of section 22(h).
This provision is consistent with a sim-
ilar provision in section 23A and Is de-
signed to prevent evasion of the stat-
ute through the use of nominee bor-
rowers. When a lending bank does not
know, and has no reason to know, that
the proceeds of the extension of credit
are used for the benefit of, or trans-
ferred to, a bank official or a related
interest of that person, the lending

OTo avoid double counting of extensions
of credit to a bank official and the related
interests of the bank official, an endorse-
ment or guarantee by a bank official of an
extension of credit to a related Interest of
the bank official (or vice-versa) will be con-
sidered a single extension of credit In the
amount of the direct obligation of the relat-
ed interest for the purposes of the 10 per
cent lending limit of section 22(h).
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bank Is not In violation of the provi-
sions of Regulation 0. The persons in-
volved in the nominee scheme may, of
course, be in violation of the regula-
tion. The regulation also makes clear
that a participation with out recourse
Is considered to be an extension of
credit by the participating bank, but
not by the originating bank.

13. Advisory Director. The board has
excluded advisory directors from cov-
erage under the statute if they provide
solely general policy advice to the
board of directors and do not vote.

14. Miscellaneous. The Board has
drafted these rules to effect the pur-
poses of. section 22(h) in the area of
loans by a member bank to bank offi-
cials and their related interests. The
Board will review the regulation peri-
odically and adopt any modifications
to the regulation that are shown by
experience to be necessary or appro-
priate to carry out the intent of the
Congress in this area or to prevent
evasions of the statute.

The expanded procedures set forth
in the Board's policy statement of Jan-
uary 15. 1979 (44 FR 3957), were not
strictly followed in developing this
regulation, since It was proposed for
comment before the policy statement
was adopted. In additibn, a delay in
promulgating the regulation is inap-
propriate in light of the necessity to
meet the statute's effective date of
March 10. 1979, and the necessity for
providing immediate guidance to per-
sons affected by section 22(h). In the
development of this final regulation,
the Board has, however, complied with
the spirit and inteant of Its policy state-
ment by making every effort to reduce
unnecessary regulatory burdens with
due regard for the purposes of the
statute.

The modifications to the regulation
were made after full consideration of
the extensive public comments submit-
ted to the Board. In furtherance of
the Board's policy to encourage full
public participation in its rulemaking
proceedings and in response to specific
requests and comments, the Board in-
vites further public comment on the
rules for a further 60 days. The Board
will consider comments and adopt any
further amendments to the regulation
that the Board finds are necessary or
appropriate. The Board wilt make any
changes as soon as practicable after
the comment period.

The Board finds that publication of
the amended Regulation 0 for the full
30 day period specified in 5 U.S.C.
553(d) would not be in the public in-
terest because the statute takes effect
on March 10, 1979.

Accordingly, the Board of Governors
of the Federal Reserve System amends
Its Regulation 0 (12 CFR Part 215) to
read as set forth below:.
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PART 215-LOANS TO- EXECUTIVE
OFFICERS, DIRkCTORS, AND PRIk-
CIPAL SHAREHOLDERS OF MEMBER
BANKS

Sec.
215.1 Authority, purpose, and scope.
215.2 Definitions.
215.3 Extension of Credit.
215.4 General Prohibitions.
215.5 Additional Restrictions on Loans to

Executive Officers of Member Banks.-
215.6 Exentions of Credit Outstanding on

March 10, 1979.
215.7 Records of Member Banks.
215.8 Reports by Executive, Officers.
215.9 Reports by Member Banks.
215.10 Civil Penalties.

AUTHORITY: Secs. 11(i), 22(g) and 22(h),
Federal Reserve Act -(12 U.S.C. 248(i), 375a
and 375b(7)).

§ 215.1 Authority, purpose, and scope.
(a) Authority. This part is issued

ptirsuant to sections 11(i), 22(g), and
22(h) of the -Federal Reserve Act (12
U.S.C. 248(i), 375a, and 375b(7)).

(b) Purpose and Scope. This part
governs any extension of credit by a
member bank to an executive officer,
director, or principal shareholder of
(1). the member bank; (2) a bank hold-
ing company of which the member
bank is a subsidiary, and (3) any other
subsidiary of that .bank holding com-
pany. It also applies to any extension
of credit by a member bank to (i) a
company controlled by such a person
and (ii) a'political or campaign com-
mittee that benefits or is controlled by
such a person.

§ 215.2 Definitions.
For the purposes of this part, the

following definitions apply:-
(a) "Company" means any corpora-

tion, partnership, trust (business or
otherwise), association, joint venture,
pool syndicate, sole proprietorship, un-
Incorporated organization, or any
other form of business entity not spe-
cifically listed herein. However, the
term does not include (1) an insured
bank (as defined in 12 U.S.C. 1813(h))
or (2) a corporation the majority of
the shares of which are owned by the
United States or by any- State.

(b)(1) "Control of a company or
bank" means that a person directly or
indirectly, or acting through or in con-
cert with one or more persons:

(i) Owns, controls, or has the power
-to vote 25 percent or more of any class

of voting securities of the company or
bank;

(i) Controls In any manner the elec-
ti6n of a majority -of the directors of
the company or bank; or -

(Ill) Has the power to exercise a con-
trolling influence over the manage-
ment or policies of the company or
bank.
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(2) A person is presumed to have
control, including the power to exer-
cise a controlling influence over the
management or policies, of a company
or bank if:

(i) The person is (A) an executive of-
ficer br- director of the company or
bank and (B) directly or indirectly
owns, controls, or has the power- to
vote more than 10 percent of any class
of voting securities of the company or
bank; or

(ii) CA) The person directly or indi-
rectly owns, controls, or has the power
to vote more than 10 percent of any
class of voting securities of the compa-

- ny or bank, and (B) no other person
owns, controls, or has the power to-
vote a greater percentage of that class
of voting-securities.

(3) An individual is not considered to
have control, including the power to
exercise a controlling influence over
the management or policies, of a com-
pany or bank solely by virtue of the
individual's position as an officer or di-
rector of the company or bank.

(4) A person may rebut a presump-
tion established by paragraph (b)(2) of
this section by submitting to the ap-
propriate Federal banking akency (as
defined in 12 U.S.C. 1813(q)) written
materials that, in the agency's judg-
ment, demonstrate an absence of con-
trol.

(c) "Director of a member bank" in-
cludes (1) any director of a meinber
bank, whether or not receiving- com-
pensation, (2) any director of a bank
holding company (as defined in 12
U.S.C. 1841(a)) of which the member
bank is a subsidiary, and (3) -any direc-
tor of any other subsidiary of that
bank holding company. An advisory
director is not considered a director if
the advisory director (1) is not elected
by the shareholders of the company or
bank, (2) is not authorized to- vote on
matters before the board of directors,
and (3) provides solely general policy
advice to the board of directors.

(d) "Executive officer" of a company
or bank means a person who partici-"
pates or has authority to participate
(other than in the capacity of a direc-
tor) in major policymaking functions
of the company or bank, whether or
not: (1) The officer has an official
title, (2) the title designates the officer
an assistant, or (3) the officer is serv-
ing -without salary or other compensa-
tion.1 The.chairman of the board, the

'The term is not intended to inclbde per-
sons who may have official titles and may
exercise a certain measure of discretion in
the performance of their duties, including
discretion in the making of loans, but who
do not participate in the determination of
major policies of the bank or company and
whose decisions are limited by policy stand-
ards fixed by the senior management of the
bank or company. For example, the term
does not include a manager or assistant
manager of a branch of a. bank unless that

president, every vice president, the
cashier, the secretary, and the treasur-
er of a company or bank are consid-
ered executive officers, unless (1) the
officer Is excluded, by resolution of
the board of directors or by the bylaws
of the bank or company, from partici-
pation (other than In the capacity of a
director) in major policynaking fune-
tions of the bank or company, and (2)
the officer does not actually partici-
pate therein. For the purpose of
§§ 215.4 and 215.7 below, an executive
officer of a-member bank includes an
executive officer of (1) a bank holding
company (as defined in 12 U.S.C.
1841(a)) of which the member bank is
a subsidiary and (2) any other subsidi-
ary of that bank holding company,
unless the executive officer of the sub-.
sidiary (i)-is excluded (by name or by
title) from participation in major poll'
cymaking functions of the member
bank by resolutions of the boards of
directors of both the subsidiary and
the member bank, and (i) does not ac-
tually participate in such major 1ol-
cyinaking functions.

(e) "Immediate family" means the
spause of an individual, the Individ-
ual's minor children, and any of the
individual's children (including adults)
residing in the individual's home.

(f) The "lending limit" for a member
bank is an amount equal to the limit
on loans to a single borrower estab.
lished by section 5200 of the Revised
Statutes, 12 U.S.C. 84. This amount Is
10 percent of the bank's capital stock
and unimpaired surplus or any higher
amount permitted by section 5200 of
the Revised Statutes for the types of
obligations listed therein as exceptions
to the 10 percent limit. A member
bank's capital stock and unimpaired
surplus equals the sum of (1) the
"total equity capital" of the 'member
bank reported on-its most recent con-
solidated report of condition filed
under '12 U.S.C. 1817(a)(3), (2) any
subordinated notes and debentures ap-
proved as an addition to the member
bank's capital structure by the appro.
priate Federal banking ageny, and (3)
any valuation reserves created by
charges to the member bank's income.

(g) "Member bank" means any bank.
ing institution that Is a member of the
Federal Reserve System. The term
does not include any foreign bank (as
defined in 12 U.S.C. 3101(b)(7)) that
maintains a branch in the United
States, whether or not the branch Is
insured (within the meaning of 12
U.S.C. 1813(s)) and regardless of the
operation of 12 U.S.C. 1813(h) and 12
U.S.C. 1828(j)(2).

(h) "Pay an overdraft on an ac-
count" means to pay an amount upon
the order of an account holder In

individual participates, or Is authorized to
participate, in major pollcymaking func.
tions of the bank or company.
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-excess of funds on deposit in the ac-
count.
(i) "Person" means an individual or

a company.
(j) "Principal shareholder" means an

individual or a company (other than
an insured bank) that directly or indi-
rectly, or-acting through or in concert
with one or more persons, owns, con-
trols, or has the power to vote more
than 10 percent of any class of voting
securities of a member bank or compa-
ny. However, for the purposes of
§215.4(c) below, this percentage shall
be "more than 18 percent" if the
member bank is located in a city,
town, or village with a population of
less than 30,000. Shares owned or con-
trolled by a member of an individual's
immediate family are considered to be
held by the individual. A principal

- shareholder of a member bank in-
cludes (1) a principal shareholder of a
bank holding company (as defined in
12 U.S.C. 1841(a)) of which the
member bank is a subsidiary and (2) a
principal shareholder of any other
other subsidiary of that bank holding
Scompany.

(k) "Related interest" means (1) a
company that is controlled by a
person or (2) a political or campaign
committee that is controlled by a
person or the funds or services of
which will benefit a person.

(1) "Subsidiary" has the meaning
given in 12 U.S.C. 1841(d), but does
not include a subsidiary of a member
bank.

§ 215.3 Extension of credit.
(a) An extension of credit is a

making or renewal of any loan, a
granting of a line of credit, or an ex-
tending of credit in any manner what-
soever, and includes:
(1) A purchase under repurchase

agreement of securities, other assets,
or obligations;

(2) An advance by means of an over-
draft, cash item, or otherwise;

(3) Issuance of a standby letter of
credit (or other similar arragement re-
gardless, of name or description) or an
ineligible acceptance, as those terms
are defined in § 208.8(d) of this chap-
ter;

(4) An acquistion by discount, pur-
chase, exchange, or otherwise of any
note, draft, bill of exchange, or other
evidence of indebtedness upon which a
person may be liable as maker, drawer,
endorser, guarantor, or surety;,

(5) A discount of promissory notes,
bills of exchange, conditional sales
contracts, or similar paper, whether
with or without recourse; but the ac-
quisition of such paper by a member
bank from another bank, without re-
course, shall not be considered a dis-
count by the member bank for the
other bank;

(6) An increase of an existing indebt-
edness, but not if the additional funds
are advanced by the bank for Its own
protection for (i) accrued interest or
(ii) taxes, insurance, or other expenses
incidental to the existing indebted-
ness;

(7) An advance of unearned salary or
other unearned compensation for a
period in excess of 30 days; and

(8) Any other transaction as a result
of which a person becomes obligated
to pay money (or Its equivalent) to a
bank, whether the obligation arises di-
rectly or indirectly, or because of an
endorsement on an obligation or oth-
erwise, or by any means whatsoever.

(b) An extension of -credit does not
include:.

() An advance against -accrued
salary or other accrued compensation,
or an advance for the payment of au-
thorized travel or other expenses in-
curred or to be incurred on behalf of
the bank;

(2) A receipt by a bank of a check
deposited in or delivered to the bank
In the usual course of business unless
It results in the carrying of a cash
item for or the granting of an over-
draft (other than an inadvertent over-
draft in a limited amount that Is
promptly repaid, as described In
§ 215.4(d) below); -

(3) An acquisition of a note, draft,
bill of exchange, or other evidence of
indebtedness through (I) a merger or
consolidation of banks or a similar
transaction by which a bank acquires
assets and assumes liabilities of an-
other bank or similar organization or
(ii) foreclosure on collateral or similar
proceeding for the protection of the
bank. Provided, That such Indebted-
ness is not held for a period of more
than three years from the date of the
acqliisition, subject to extension by
the appropriate Federal banking
agency for good cause;

(4)(1) An endorsement or guarantee
for the protection of a bank of any
loan or other asset previously acquired
by the bank In good faith or (if) any
indebtedness to a bank for the purpose
of protecting the bank against loss or
of giving financial assistance to It: or

(5) Indebtedness of $5.000 or less
arising by reason of any general ar-
rangement by which a bank (I) ac-

- quires charge or time credit accounts
or (Wi) makes payments to or on behalf
of 'participants in a bank credit card
plan, check credit plan. interest bear-
ing overdraft credit plan of the type
specified in § 215.4(d) below, or similar
openend credit plan: Provided: (A)
The indebtedness does not involve
prior individual clearance or approval
by the bank other than for the pur-
poses of determining authority to par-
ticipate in the arrangement and com-
-pliance with any dollar limit under the
arrangement, and (B) the Indebted-

ness is incurred under terms that are
not more favorable than those offered
to the general public.

(c) Non-nterest-bearing deposits to
the credit of a bank are not considered
loans, advances, or extensions of credit
to the bank of deposit; nor is the
giving of Immediate credit to a bank
upon uncollected Items received In the
ordinary course of business considereq
to be a loan. advance or extension of
credit to the depositing bank.

(d) For purposes of § 215A(b) and (c)
below, an extension of credit by a
member bank is considered to have
been made at the time the bank enters
into a binding commitment to make
the extension of credit.
(e) A participation without recourse

is considered to be an extension of
credit by the participating bank, not
by the originating bank.

WD An extension of credit is consid-
ered made to a person covered by this
part to the extent that the proceeds of
the extension of credit are used for
the tangible economic benefit of, or
are transferred to. such a person.

§ 215A General prohibitions.
(a) Tcms and Creditworthiness. No

member bank may extend credit to
any of its executive officers, directors,
or principal shareholders or to any re-
lated interest of that person unless
the extension of credit: (1) Is made on
substantially the same terms, includ-
ing interest rates and collateral, as
those prevailing at the time for com-
parable trnsactions by the bank with
other persons that are not covered by
this Part and who are not employed
by, the bank. and (2) does not involve
more than the normal risk of repay-
ment or present other unfavorable
features.

(b) Prior ApprovaL (1) No member
bank may extend credit or grant a line
of credit to any of its executive offi-
cers, directors or principal sharehold-
ers or to any related interest of that
person in an amount that, when aggre-
gated vith the amount of all other ex-
tensions of credit and lines of credit by
the member bank to that person and
to all related interests of that person,
exceeds $25,000, unless (i) the exten-
sion of credit or line of credit has been
approved in advance by a majority of
the entire board of directors of that
bank and (i) the interested party has
abstained from participating directly
or indirectly In the voting.

(2) Approval by the board of direc-
tors under paragraph (b)(1) of this
section is not "required for an exten-
sion of credit that is made pursuant to
a line of. credit that was approved
under paragraph (b)(1) of this section
within 14 months of the date of the
extension of credit. The extension of
credit must also be in compliance with
the requirements of § 215.4(a) above.
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(3),Participation in the discussion, or
any attempt to influence the voting,
by the board 'of directors regarding an
extension of credit constitutes indirect
participation in the voting by the
board of directors on-an eitension of
credit.

(c) Aggregate Lending Limit. No
member bank may extend credit to
any of its executive officers or princi-
pal shareholders or to any related in-
terest of that Person 2 in an amount
that, when- aggregated with the
anount of all other extensions of
credit by the member bank to that
person and to all related interests of
that person, exceeds the Tendinglimit
of the member bank specified in
§ 215,2(f) above. This prohibition does
not apply to an extension of credit by
a member bank to a bank holding com-
pany (as defined in 12 U.S.C. 1841(a))
of which the member bafik is a subsid-
iary or to any other subsidiary of that
bank holding company. -

(d) Overdrafts.' No 'member bank
may pay an overdraft of an executive
officer or director of the bank 3. on an
account at the bank, unless the pay-
ment of funds is made in accordance
with (1) a written, preauthorized, in-
terest-bearing extension of credit plan
that specifies a method of repayment
or (2) a written, preauthorized trans-
fer of funds from another account of
the account holder at the bank. This
prohibition does not apply to payment
of inadvertent overdrafts on an ac-
count in an aggregate amount of
$1,000 or less: Provided, (1)- The ac-
count is not overdrawn for more than.
5 business days, and (2) the member
bank charges the executive officer or
director the ,same fee charged any
other cust6ner of the bank in similar
circumstances.

§ 215.5 Additional restrictions on loans to
Executive Officers'of Member Banks.

(a) No member bank may extend'
credit to any ol its executive officers,'

2This prohibition 'does not apply to
member bank loans to a director of the
member bank or to a relatdd interest of the
director, unless" the director is also an'execu-
tive officer or princippl shareholder. See
also the definition of principal shareholder
in § 215.2(j) above, in the case of a member
bank located in a city, town or village with-a
population of less than 30,000.

1ThIs prohibition does not apply to the
payment by a mermber bank of an overdraft
of a principal shareholder of* the member
bank, unless the principal. shareholder is
also an executive officer or director. This-
prohibition also does not apply to the pay-'
ment by a member bank of an overdraft of a
related Interest of an executive officer, di-
rector, or principal shareholder of the
member bank.

'Sections 215.5, 215.8 and 215.9 of Regula-
tion 0 implement section 22(g) of the Fed-
eral Reserve Act and do not apply to non-
member banks. For the purposes of these
sections, an executive officer of a member

aild no &xecutive officer of a member
bank shall borrow from or otherwise
become indebted to the bank, except
in the amounts, for the purposes, and
upon the conditions specified in para-
graphs (c) and (d) of this section.

(b) No member bank may extend.
credit in an aggregate amount greater
than $10,000 outstaliding at any one
time to a partnership in which one or
more of the executive officers of the
member bank are partners and, either
individually or together, hold a major-
ity interest. For the purposes of para-
graph (c)(3) of this section, the total
amount of credit extended by a
member bank to such partnership is
considered to be extended to each ex-
ecutive officer of the member bank
who is a member of the partnership.

(c) A member bank is authorized to
extend credit to an executive officer of
the bank in an aggregate amount not
to exceed:

(1) $20,000 outstanding at any one
'time to finance the education of the
executive officer's children;

(2) $60,000 outstanding at any one
time to finance the purchase, con-
struction, maintenance, or improve-
ment of a residence of the executive
officer, if the extension of credit is se-
cured by a first lien on the residence
and the residence is owned (or expect-
ed to be owned after the extension of
credit) by the executive officer; and

(3) $10,000 outstanding at any one
time for a purpose not otherwise spe-
cifically authorized under this para-
graph.

(d) Any extension of credit -by a
member bank to any of its executive
officers shall be:. (1) Promptly report-
ed to the member bank's board of di-
rectors; (2)' in compliance with the re-
quirements of § 215.4(a) above; (3) pre-
ceded by the submission "of a detailed
current financial statement of the ex-
ecutive officer, and (4) made subject to
the condition that the extension of
credit will, at the option of the
member bank, become due and pay-
able at any time that the officer Is in-
debted to any other'bank or banks in
an aggregate amount greater than the
amount specified for, a category-, of
credit in paragraph (c) of this section.

§215.6 Extensions of credit outstanding
on March 10, 1979.

(a) Any extension of credit that was
outstanding on March 10, 1979, and
that would, if made on br after March
10, 1979, violate § 215.4(c) above, shall
be reduced in amount. by March 10,
1980, to be in compliance with the-
lending limit in § 215.4(c). Any renewal
or extension of such an extension of
credit on or after VIarch 10, 1979, shall

bank does not include an executive officer
of a bank holding company of which the
member bank is a subsidiary or any other
subsidiary of that bank holding company.

be made only on terms that will bring
the extension of credit Into compli.
ance' with the lending limit of
§ 215.4(c) by March 10, 1980. However,
any extension of credit made before
March 10, 1979, that bears a specific
maturity date of March 10, 1980, or
later, shall be repaid in accordan 6
with Its repayment schedule In exist-
ence on or before March 10, 1979.

(b) If a member bank is unable to
bring all extensions of credit outstand-
ing on March 10, 1979, into compliance
as required by paragraph (a) of this
section, the member banlt shall
promptly report that fact to the
Comptroller of the Currency, In the
case of a national bank, or to the ap-
propriate Federal Reserve Bank, in
the case of a State member bank, and
explain the reasons why all the exten-
sions of credit cannot be brought Into
compliance. The Comptroller or the
Reserve Bank, as the case may be, is
authorized, on the basis of good cause
shown, to extend the March 10, 1980,
date for compliance for any extension
of credit for not more than two addi-
tional ond-year periods.

§ 215.7 Records of Member Banks.
Eich member bank shall maintain

records necessary for compliance with
the requirements of this part. These-
records shall (a) Identify all executive
officers, directors, and principal share-
holders of the member bank and the
related interests of these persons and
(b) specify the amount and terms of
each extension of credit by the
member bank to these persons and to
their related interests. Each member
bank shall request at least annually
that each executive officer, director,
or principal shareholder of the'
member bank identify the related In-
terests of that person.

§ 215.8 Reports by Executive Officers.
Each executive officer S of a member

bank who becomes indebted to any
other bank or banks in an aggregate
amount greater than the amount spec-
flied for a category of credit In
§ 215.5(c) above, shall, within 10 days
of the date the indebtedness reaches
such a level, make a written report to
the board of directors of the officer's
bank.'The report shall state the lend-
er's name, the date and amount of
each extension of credit, any security
for it, and the purposes for which the
proceeds have been or are to be used.

§ 215.9 Reports by Member Banks.
Each member bank shall Include

with (but not as part of) each report
of condition (and copy thereof) filed
pursuant to 12 U.S.C. 1817(a)(3) a
report of all extensions of credit made
by the member bank to its executive
officers ' since the date of the bank's
previous report of condition.

3See note 4 above.
OSee note 4 above.
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§ 215.10 Civil penalties.
As specified in section 29 of the Fed-

eral Reserve Act (12 U.S.C. 504). any
member bank, or any officer, director,
-employee, agent, or other person par-
lIcipating in the conduct of the affairs
Qf the bank, that violates any provi-
sion of thfs part is subject to a civil
penalty of not more than $1,000 per
day for each day during which the vio-
lation continues.

Effective date. March 10, 1979.

Board of Governor of the Federal
Reserve System, March 5, 1979.

TnmDonoa E. ALLISON,

Secretary of the Board.

APPENDIX.-SECTIoN 5200 OF THE RZSsED
STTUTES

The total obligations to any national
banking association of any person, copart-
nership. association, or corporation shall at
no time exceed 10 per centum of the
amount of the capital stock of such associ-
ation actually paid in and unimpaired and
10 per centum of its unimpaired surplus
fund. The term "obligations"- shall mean
the direct liability of the maker or acceptor
of paper discounting with or sold to such as-
sociation and the liability of the ndorser,
drawer, or guarantor who obtains'a loan
from or discounts paper with or sells paper
under his guaranty to such association and
shall include in the case of obligations of a
copartnership or association the obligations
of the several members thereof and shall in-
clude in the case of obligations of a corpora-
tion all obligations of all subsidiaries there-
of in-which such corporation owns or con-
trols a majority interest. Such limitation of
10 per centum shall be subject to the follow-
ing exceptions:

(1)-Obligations in the form of drafts or
bills of exchange drawn in good faith
against actually existing values shall not be
,subject under this section to any limitation
based upon such capital and surplus.

(2) Obligations arising out of the discount
of commercial or business paper actually
owned by the person, copartnership, associ:
ation or corporation negotiating the same
shall not be subject under this section to
any limitation based upon such capital and '
surplus.

(3) Obligations drawn in good faith
against actually existing values and secured
by goods or commodities in process of ship-
ment shall not be subject under this section
to any limitation based upon such capital
and surplus.

(4) Obligations as indorser or guarantor of
notes, other than commercial or business
paper excepted under (2) hereof, having a
maturity of not more than six months, and
owned by-the person, corporation, associ-
ation, or copartnership indorsing and nego-
tiating the same, shall be subject under this
section to a limitation of 15 per centum of
such capital and surplus in addition to such
10 per centum of such capital and surplus.

(5) Obligations in the form of banker's ac-
ceptances of other banks of the kind de-
scribed in sections 372 and 373 of this title
shall not be ,gubject under this section td
any limitation based upon such capital and
surplus.

(6) Obligations of any person copartner-
ship, association or corporation, in the form

of notes or drafts secured by shipping docu.
ments. warehouse receipts., or other such
documentg transferring or securing title cov.
ering readily marketable nonperishable sta-
ples when such property is fully covered by
Insurance, if It Is customary to insure such
staples shall be subject under this section to
a limitation of 15 per centum of such capital
and surplus In addition to such 10 per
centum of such capital and surplus when
the market value of such staples zecuring
such obligation is not at any time less than
115 per centum of the face amount of such
obligation, and to an additional Increase of
limitation of 5 per centum of such capital
and surplus In addition to such 25 per
centum of such capital and surplus when
the market valpe of such staples securing
such additional obligation Is not at any time
less than 120 per centum of the face amount
of such additional obligation, and to a fur-
ther additional increase of limitation of 5
per centum of such capital and surplus In
addition to such 30 per centum of such capi-
tal and surplus when the market value of
such staples securing such additional obliga-
tion is not at any time less than 125 per
centum-of the face amount of vuch addition-
al obligation, and to a further additional In-
crease of limitation of 5 per centum of such
capital and surplus when the market value
of such staples securing such additional ob-
ligation Is not at any time less than 130 per
centum of the face amount of such addition.
al obligation, and to a further additional in-
crease of limitation of 5 per centun of such
capital and surplus in addition to such 40
per centum of such capital and surplus
when the market value of such staples se-
curing such additional obligation Is not at
any time less than 135 per centum of the
face amount of such additional obig-ation.
and to a further additional Increase of liml.
tation of 5 per centum of such capital and
surplus in addition to such 45 per centum of
such capital and surplus when the market
value of such staples securing such addition-
al obligation s not at any time less than 140
per centum of the face amount of such add-,
tional obligation, but this exception shall
not apply to obligations of any one person.
copartnership, association or corporation
arising from the same transactions and/or
secured by the Identical staples for more
than ten months. Obligations of any person.
copartnership, association, or corporation In
the form of notes or drafts scured by ship-
ping documents, warehouse receipts, or
other such documents transferring or secur-
ng title covering refrigerated or frozen

readily marketable staples when such prop-
erty is fully covered by insurance, shall be
subject under this section to a limitation of
15 per centum of such capital and surplus In
addition to such 10 per centum of such capi-
tal and surplus when the market value of
such staples securing such obligation Is not
at any time less than 115 per centum of the
face amount of such additional obligation
but this exception shall not apply to obliga-
tions of any one peron, copartnership, asso-
ciation, or corporation arising from the
same transactions afd/or secured by the
Identical staples for more than sLx months.

(7) Obligations of any person, copartner-
ship, association, or corporation In the form
of notes or drafts secured by shipping docu-
ments or instruments transferring or secur-
ing title covering livestock or giving a Hen
on livestock when the market value of the
livestock securing the obligation is not at
any time less than 115 per centum of the

face amount of the notes covered by such
documents shall be subject under this sec-
tion to a limitation of 15 per centum of such
capital and surplus in addition to such 10
per centum of such capital and surplus. Ob-
ligations arising out of the discount by deal-
ers in dairy cattle of paper given in payment
for dairy cattle, which bear a full recourse
endorsement or unconditional guarantee of
the seller and are secured by the cattle
being sold. shall be subect under this sec-
tion to a limitation of 15 per centum of such
capital and surplus In addition to such 10
per centum of such capital and surplus.

(8) Obligations of any person, copartner-
ship. association or corporation secured by
not les than a like amount of bonds or
notes of the United States Issued since April
24. 1917. or certificates of Indebtedness of
the United States, treasury bills of the
United States or obligations fully guaran-
teed both as to principal and interest by the
United States nhal (except to the extent
permitted by rules and regulations pre-
scribed by the Comptroller-of the Currency
with the approval of the Secretary of the
Treasury) be subject under this section to a
limitation of 15 per centum of such capital
and surplus In addition to such 10 per
centum of such capital and surplus.

(9) Obligations representing loans to any
national banking aszocation or to any bank-
ing Institution organized under the laws of
any State. or to any receiver, conservator, or
superintendent of banks, or to any- other
agent, in charge of the business and proper-
ty of any such association or banking insti-
tution. when such loans are approved by the
Comptroller of the Currency, shall not be
subject under this section to any limitation
based upon such capital and surplus.

(10) Obligations shall not be subject; under
this section to any limitation* based upon
such capital and surplus to the extent that
such obligations are secured or covered by
guaranti , of by commitments or agree-
ments to take over or to purchase, made by
any Federal reserve bank or by the United
States or any department, bureau, board.
commission or establishment of the United
States, including any corporation wholly
owned directly or Indirectly by the United
States: Provifed, That such guaranties.
agreements, or commitments are uncondi-
tional and must be performed by payment
of cash or Its equivalent within sixty days
after demand. The Comptroller of the Cur-
rency is hereby authorized to define the
terms herein used If and when he may deem
It necessary.

(11) Obligations of a local public agency
(as defined in section 1460(h) of Title 42) or
of a public housing agency (as defined in
the United States Housing Act of 1937. as
amended); which have a maturity of not
more than eighteen months shall not be
subject under this section to any limitation.
if such obligations are secured by an agree-
ment between the obligor agency and the
Secretary of Housing and Urban Develop-
ment in which the agency agrees to borrow
from the Secretary. and the Secretary
agrees to lend to the agency, prior to the
maturity of such obligations, monies in an
amount which (together with any other
monies Irrevocably committed to the pay-
ment of interest on such obligations) will
suffice to pay the principal of such obliga-
tions with interest to maturity, which
monies under the terms of said agreement
are required to be used for that purpose.
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(12) Obligations Insured by the Secretary
of Agriculture.pursuant to the Bankhead-
Jones Farm Tenant Act, asamended, or the
Act of August 28, 1937, as amended (relating
to the conservation of water resources), or
sections 1471-1485 of Title 42. shall be sub-
Ject tinder this section to a limitation of 15
per centum of such capital and surplus in
addition to such 10 per centum of such capi-
tal dnd surplus.

(13) Obligations as endorser or guarantor
of negotiable or non-negotiable installment
consumer paper which carriers a full re-
course endorsement or unconditional guar-
antee by the person, copartnership, associ-
ation, or corporation transferring the same,
shall be subject under this section to a limi-
tation of 15 per centum of such capital and
surplus in addition to such 10 per centum of
such capital and surplus: Provided, however,
That If the bank's files or the knowledge of
its officers of the financial condition of each-
maker of such oligations is reasonably ade-
quate, and upon certification by an officer
of the bank designated for that purpose by
the board of directors of the bank, that the
responsibility of each naker of such obliga-
tions has been evaluated and the bank is re-
lying primarily upon each such maker for
the payment of such obligations, thelimita-
tions of this section as to the obligations of
each such maker shall be the sole applicable
loan limitation: Provided further, That such
certification shall be in writing and shall be
retained aspart of the records of such bank.

(14) Obligations of the Student Loan Mar-
keting Association shall not be 'subject to
any limitation based upon- such capital and
surplus.

[PR Doe. 79-7156 Filed 3-8-79; 8:45 am]

[6210-01-M]
[Reg. S, Docket No. R-0209]

PART- 219-BANK SERVICE
ARRANGEMENTS

PART 250-MISCELLANEOUS
INTERPRETATIONS

Rescission of Regulation S;- Amend-
ment of Interpretation Regulcitions

AGENCY: Board of Governors of -the
Federal Reserve System.
ACTION: Revocation and amendment
of interpretations.
SUMMARY: As part of its Regulatory
Improvement Project, involving a sub-
stantive review of all Federal Reserve
regulations, the Board has reviewed
Regulation S, "Bank Service Arrange-
ments" (12 CFR Part 219), which im-
plements-the Bank Service Corpora-
tion Act (12 U.S.C. 1861-65). That reg-
ulation specifies the manner of assur-
ing the Board that the performance of
bank services for State member banks
will be subject to regulation and exam-
ination by the Board whenever the
services are performed by anyone
other than the- bank itself. ,On the
basis of its review and in the light of a
recent amendment of the Act (Pub. L.
95-630, 92 Stat. 3677), that becomes ef-

-RULES AND REGULATIONS

fective on March 10, 1979, the Board
has decided to: (1) Rescind Regulation
S as no longer necessary; (2) revise and
update its interpretations- of the Act;
and (3) send to State member banks
through the Reserve Banks an an-
nouncement and explanation of the
new piovisions. The Board's actions
are intended for simplification and
clarification, and the revision of the
interpretations will not impose any
new requirements not contained in the
Act.
EFFECTIVE DATE: March 10, 1979.
FOR FURTHER INFORMATION
CONTACT.

Carl V. Howard, Attorney, Legal Di-
vision, Board of Governors of the
Federal -Regerve System, Washing-
ton, D.C. 20551 (202/452-3786).

SUPPLEMENTARY INFORMATION:
The Bank Service Corporation Act
(the "Act") (12 U.S.C. 1861-65), as
originally adopted, required that,
when a State member bank has bank
services performed for it (such as
check sorting and posting of interest
on savings accounts), satisfactory as-
surances must be- -furnished to the
Board that the performance of the
.services will be subject to the Board's
regulation and examination to the
same extent as if the services were
being performed by the bank itself on
its own premises. -The purpose was to
make certain that the appropriate
Federal banking agency would not be
frustrated in its examination of a bank
subject primarily to its-supervision be-
cause the bank's records have been
transferred to another organization or
some other organization is carrying
out part or all of the bank's functions.
Regulation S, "Bank Service Arrange-
ments" (12 CFR Part 219),,was issued
by the Board in 1963 to implement th4
Act by specifying when and in what
form assurances shall be provided to
the Federal Reserve-System.

Ho'wever, the Congress has taken a
more direct approach to supervision of
bank service arrangements through an
amendment of the Act contained in
section 308 of the Financial Institu-
tions Regulatory and Interest Rate
Control Act of 1978 (Pub. L. 95-630; 92
Stat. 3677). Effective March 10, 1979,
the performance of bank -services for
State member banks or their subsid-
iaries or affiliates will be subject to
regulation and examination by the
Board -as a matter of law without the
necessity for "assurances." A State
member bank will be required to
notify the Board of the existence of a
bank service arrangement within 30
days after the making of the service
contract ' or the performance of the
service, whichever-occurs first.

In the course of reviewing Regula-
tion S in its Regulatory Improv ement
Project,'the Board has concluded that

the regulation will no longer be neces-
sary and should be rescinded in the
light of the legislative change. The
provisions regarding "assurances" will
become obsolete. The only provision of
the regulation that will continue to
have effect is the rule that the per-
formance of legal, advisory, and ad-
ministrative services, such as transpok-
tation or guard services, Is not subject
to examination unless specifically re-
quested by the Board. This rule, which
essentially Is an interpretation of the
term "bank services" in section l(b) of
the Act (12 U.S.C. 1861(b)), will be In.
corporated in the Board's published
interpretations. No new regulatory
provisions are considered necessary to
reflect the recent amendment of the
Act.

As in the past, the letter notifying
the Board of the bank service arrange-
ment is to be sent to the Federal Re-
serve Bank in whose district the State
member bank has Its main office. If a
bank has an existing bank service ar-
rangement on March 10, 1979, and has
already furnished assurances regard-
ing the arrangement In compliance
with Regulation S, no additional noti-
fication regarding the arrangement is
necessary.

As a further effort to improve Its
regulations, the Board is revising, up-
dating, and streamlining Its interpreta-
tions. The only substantive rulings
being added are taken from: (1) An In-
terpretation published in the Federal
Reserve Bulletin (48 Fed. Res, Bull.
1429 (1962)) but not in the Code of
Federal Regulations; and (2) the last
sentence of, section 219.4 relating to
legal, advisdry, and administrative
services (discussed above).

The Board is also adding a short
summary paragraph at the beginning
of each interpretation to facilitate the
public's finding of information and
lessen the burden of reading materials
that may not be relevant to the re-
searcher's interest. Of course, If reli-
ance Is to be placed upon the interpre-
tation, the full text must be consulted
since the summary is only a para-
phrase of the ruling rather than the
ruling itself.

The Board is asking the Federal Re-
serve Banks to notify State member
banks of the statutory and regulatory
changes and to explain compliance
with the amended Act.

The procedures of 5 U.S.C. 553(b) re-
garding notice, public participation
and deferred effective date were not
followed in connection with these reg-
ulatory changes because: (1) The
Board finds that public participation
is unnecessary since the rescission of
the regulation will result In neither
the granting of authority to the per-
sons regulated, nor the imposition or,
relaxing of any requirements; and (2)
rulemaking procedures do not apply to
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ijiterpretive rules. For similar reasons,
the expanded rulemaking procedures
set forth in the Board's policy state-
ment of Janury 15, 1979 (44 P.R. 3957)
do not apply.

To implement these regulatory
-*changes, the following actions are
-being taken under the Board's author-
-ity in 12 U.S.C. 1861-65:

PART 219-[REVOKED]

1. 12 CFR Part 219 is hereby re-
voked.*

PART 250 MISCELLANEOUS
INTERPRETATIONS

2. The table of contents of 12 CFR
Part 250 is amended by adding at the
end of the table a new heading and
three new section titles to read as fol-
lows:

- BANK SERVICE ARRANGEMErTs

Sec.
250.300 Kinds of bank-servicers subject to

Board examination under the Bank
Service Corporation Act.

250.301 Scope of investment authority and
notification requirement under the
Bank Service Corporation Act.

250.302 Applicability of Bank Service Cor-
poration Act to bank credit card service
organization.

3.-12 CFR Part 250 is amended by
adding new sections §§ 250.300-250.302
immediately after a new heading,
"BANK SERVICE ARRANGE-
MENTS," to read as follows:

BANKx SERvicE ARRANGEMENTS-

§ 250.300 Kinds of bank servicers subject
to Board examination under the Bank
Service Corporation Act.

Summary. The performance of bank
services for State member banks is
subject to the Board's regulation and
examination, regardless of the nature
of the bank servicer, including ser-
vicers that are national banks; State
nonmember insured banks; non-profit,
no-stock credit card servicing organiza-
tions; and servicing subsidiaries of
bank holding companies.

Text. (a) Since the enactment of the
Bank Service Corporation Act (the
"Act") (12 U.S.C. 1861-65), the Board
has on several occasions considered
whether performance of "bank serv-
ices" (as that tern is defined in sec-
tion 1(b) of the Act) for State member
banks is subject to regulation and ex-
anination by. the Board under section
5 of the Act if (1) the bank servicer Is
not a "bank service corporation" (as
that term is defined in the Act), or (2)
the bank servicer is a bank itself. In
each instance, based on the reasoning
set forth below, the Board expressed

12 CFR 219.101 is a cross reference to 12
CFR 225.115. The revocation of the former
is not intended to result in the revocati6n of
the latter.

the view that section 5 of the Act ap-
plied to any organization that per-
formed bank services for State
member banks, including national
banks; another State member bank;
State nonmember insured banks; serv-
icing subsidiaries of bank holding com-
panies; and non-profit, no stock credit
card servicing organizations.

(b) The Senate Committee on Bank-
ing and Currency, stated with regard
to section 5 of the Act, as enacted In
1962, that the Federal supervisory
agencies "must be able to examine all
of the banks' records, and they must
be able to exercise proper supervision
over all the banks' activities, whether
performed by the banks' employees on
their premises or by anyone else on or
off the banks' premises. This examina-
tion and this supervision cannot be
frustrated by a tranifer of the banks'
records to some other organization or
by liaving some other organization
carry out all or part of the banks'
functions." (S. Rep. No. 2105, 87th
Cong. 3 (1962)). Similarly, the Com-
mittee on Banking and Currency of
the House of Representatives stated
that "it would obviously be unwise to
permit banks to avoid the examination
and supervision of vital banking func-
tions by the simple expedient of farm-
ing out such functions." (HR. Rep.
No. 2062, 87th Cong. 3 (1962)).

(c) Section 5 of the Act is not limited
by its terms to "bank service corpora-
tions" as defined in the Act; nor, in
the Board's opinion based on the legis-
lative history of the Act, should such a
limitation be implied. The Board con-
cludes that the performance of bank
services for State member banks by or-
ganizations that are not bank service
corporations is also subject to Board
regulation and examination.

(d) If the bank servicer is a national
bank or a State nonmember insured
bank, Its performance of bank services
for State member banks is subject to
Board regulation and examination, de-
spite the fact that the servicer is sub-.
ject primarily to regulation and exami-
nation by one of- the other Federal
banking agencies. By the same token,
the performance of bank services by a
State member bank for a national
bank or State nonmember Intured
bank is subject to regulation and ex-
amination by the Comptroller of the
Currency or the Federal Deposit In-
surance Corporation, respectively. The
purpose of section 5 of the Act is to
make certain that the appropriate
Federal banking agency will be able ef-
fectively to exercise its responsibilities
with respect to a bank subject primar-
ily to Its supervision.

(e) It is important to note that the
scope of the Board's regulation and
examination under sectioh 5 of the
Act does not extent to all affairs of
the bank servicer, but only to the

"bank services" performed for a State
member bank and only to the same
extent as if the services were being
performed by the State member bank
itself on Its own premises.

§250.301 Scope of investment authority
and notification requirement under the"
Bank Service Corporation Act.

Summary. (a) The authority of State
member banks under the Bank Service
Corporation Act to invest in bank serv-
Ice corporations is limited to invest-
ments in corporations that perform
"bank services" solely.

(b) A S~ate member bank is required
by the Act to notify the Board only of
the performance of "bank services!"
for It.

(c) "Bank services" will not usually
be regarded as including legal, adviso-
ry, and administrative services, such as
transportation or guard services.

Text (a) Section 2(a) of the Bank
.Service Corporation Act (12 U.S.C.

1861-65) provides that "no limitation
or prohibition otherwise imposed by
any provision of Federal law exclusive-
ly relating to banks shall prevent any
two or more banks from investing not
more than 10 per centum of the paid-
in and unimpaired capital and unim-
paired surplus of each of them in a
bank service corporation." This 10 per-
cent investment ceiling applies to

'loans and other advances of funds,; as
well as the purchase of stock. The Act,
however, does not authorize" a State
bank to Invest in a bank service corpo-
ration if the bank is not permitted to
do so under the applicable State law.

(b) "Bank service corporation" is de-
fined In section 1(c) of the Act to
mean "a corporation organized to per-
form bank services for two or more
banks, each of which owns part of the
capital stock of such corporation, and
at least one of which is subject to ex-
amination by a Federal supervisory
agency." Section 4 of the Act states
that "no bank service corporation may
engage in any activity other than the
performance of bank services for
banks." Thus, the investment authori-
ty created by section 2(a) is limited to
corporations that are engaged solely in
the provision of "bank services" to
banks, a. that term is defined in the
Act.
(c) In addition to Its grant of invest-

ment authority, the Act also requires
State member banks to notify the
Board within 30 days of the execution
of a contract for "bank services" or
the actual provision of such services,
whichever occurs first. Moreover, the
Act authorizes the Board to regulate
and examine the performance of
"bank services." Thus, the scope of the
Act's notification and examination re-
quirements also is limited to "bank
services."
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(d) The term "bank services" is de-
fined in section- 1(b) of the Act to
mean "services such as check and de-
posit sorting and posting, computation
and posting of interest and other cred-
its and charges, preparation and mail-
ing of checks, statements, notices, and
similar Items, or any other clerical,
bookkeeping, accounting, statistical, or
similar functions performed for a
bank."

(e) Bearing importantly upon the
meaning of "bank services" is the fol-
lowing quotation from the Report of
the Senate Committee on Banking and
Currency: "The authority to examine
and supervise bkanks is broad and must
be vigorously exercised. At the same.
time sound discretion must be used.
Banks have always employed others to
do many things for them, and they
will have to continue to do so, and the
bill is not intended to prevent this or
to make it more difficult. For example,
banks have employed lawyers to pre-
pare trust and estate accounts and to
prosecute judicial proceedings for the
settlement of such accounts. Banks
have employed accountants to prepare
earnings statements and balance
sheets. Banks have employed public
relations and advertising firms. And
banks have employed individuals or
firms to perform all kinds of adminis-
trative activities, including armored
car and other transportation services,
guard services and, in many - cases:'
other mechanical services needed to
run the bank's buildings. It- is not ex-
pected that the bank supervisory
agencies would find it necessary to ex-
amine or regulate any of these agents
or representatives of a bank, except
under the most unusual circum-
stances. The authority is intended to
be limited to banking functions as
such." (S. Rep. No. 2105, 87th Cong. 3
(1962)).

(f) On the basis of the Act's defini-
tion of "bank services", the limitation
contained in section 4 of the Act, and
the preceding quotation from the
Act's legislative history, it is apparent
that the term "bank services" is essen-
tially limited to clerical and similar
services. For example- the term would
not usually be regarded as including.
legal, advisory, and administrative
services, such as transportation or
guard services.

(g) Thus, State member banks gener-
ally may rely on the Act to justify in-
vestment only in a corporation that is
engaged solely in performing one or
more of the services contained lr the
definition of "bank services" in section
1(b), or a service similar to one of
those services, and only if those serv-
ices are provided solely to banks. In-
yestment in a corporation providing
any other services, such as the type of
services described in the above quota-
tion from the Act's legislative history,

* generally is not permitted, on the basis
of this Act, unless'such services are le-
gitimately incidental to the provision
of "bank services" by that corporation.

(h) Since the notification required
by section 5 of the Act, as amended,
also is based on the provision of "bank
services," such notification need only
be provided with regard to the provi-
sion of. one or more of the services
enumerated in section 1(b) of the Act
or, a service similar to one of those
services.

§250.302 Applicability of Bank Seryice
Corporation Act to bank credit card
service organization.

Summary.' Although a non-profit,
no-stock service organization in which
no bank has made an investment is
not a "bank service corporation" as de-
fined in the Bank Service Corporation
Act, that organization's credit card
servicing activities are "bank services"
as defined in the Act and thus subject
to the notification requirement of sec-
tion 5 of the Act.

Text (a) The Board of Governors
has considered whether the Bank
Service Corporation Act (12 U.S.C.
1861-65), is applicable where a bank
credit card plan of a State member
bank and other banks used the facili-
ties of a non-profit, no-stock service
organization.

(b) The functions of the service or-
ganization include the following: (1)
Performing cardholder accounting for
participating banks; (2) developing in-
formation concerning each credit card
and holder, including such holder's
currant balance owing to the card issu-

-ng bank and the amount of such bal-
ance that is delinquent; (3) assisting in
procedures relating to the presenta-
tion and settlement of drafts and
credit memoranda; (4) developing pro-
cedures relating to credit card security
control; (5) upon telephonic -request,
advising merchants and participating
banks respecting credit authorizations
above certain specified limits; and (6)
compiling lists of participating mer-
chants.

(c) The Board expressed the view
that because the service organization
has no stock and the State member-
bank does not otherwise "invest"
therein by "the making of a loan, or

-otherwise, except, a payment for rent
earned, goods sold and delivered, or
services rendered prior to the making
of such payment" (sectional(d) of the
Act), the service organization'is not a
"bank service corporation" within the
meaning of section 1(c) of the Act. -.,

(d) However, the Board concluded
that the functions described above do
constitute "bank services" as defined
in section 1(b) of the Act. Accordingly,
the State member bank is required to
notify the Board (through the appro-
priate Federal Reserve Bank) of the

performance of the services for the
bank in accordance with section 5 of
the Act.

Effective date: March 10, 1979.

Board of Governors ,of the Federal
Reserve System, March 5, 1979.

THEODORE E. ALLISoN,
Secretary of the Board.

[FR Doc. 79-7307 Filed 3-8-79: 8:45 am]

[6210-01-M]

[Reg. Z; Docket No. R-02081

PART 226-TRUTH IN LENDING

Amendment to Regulation Z to Con-
form to Statutory Change Prohibi-
tion Against Surcharges; Extension

AGENCY: Board of Governors of the
Federal Reserve System.
ACTION: Final rule.

SUMMARY: Section 226.4()(4) of
Regulation Z, which Implements sec-
tion 167(a) of the Truth in Lending
Act (15 U.S.C. 1604), makes It Illegal
for a creditor to impose a surcharge
because payment for goods or servibes
is made by credit card. This prohibi-
tion was due to expire on February 27,
1979.

On November 10, 1978, the Financial
Institutions Regulatory and Interest
Rate Control Act (Pub. L. 95-630) was
enacted. Section 1501 of that law (92
Stat. 3713) extended the prohibition
against surcharges to February 27,
1981. Section 226.4(1)(4) of Regulation
Z is being amended to conform to that
statutory extension.

In accordance with § 262.2(e) of Its
regulations (12 CFR 262.2(e)), the
Board deems It unnecessary to publish
this regulatory amendment for com-
ment prior'to final adoption.

-EFPECTIVE DATE: March 5, 1979.
FOR FURTHER INFORMATION
CONTACT:

Dolores S. Smith, Section Chief, DI-
vision of Consumer Affairs, Board of
Governors of the Federal Reserve
System, Washington, D.C. 20551,

.202-452-2412.

1 TEXT OF AmENDmENT

Pursuant to the authority granted
under section 105 of the Truth in
Lending Act (15 U.S.C. 1604), the
Board amends Repulation Z, 12 CFR
226.4(1)(4), to read as follows:

§ 226.4 Determination of finance charge.

* * * * *

(i) * * *

(4) No creditor in any sales trabsac-
tion may impose a surcharge. This
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paragraph shall cease to be effective General Counsel, Civil Aeronautics
on February 27, 1981. Board, 1825 Connecticut Avenue,

Washington. D.C. 20428. (202) 673-* * * * *5442.

By order of the Board of Governors,
March 5, 1979.

THEODORE E. ALLISON,
Secretary of the Board

[FR Doc. 79-7154 Filed 3-8-79; 8:45 am]

[6320-01-M]
-Title 14-Aeronautics and Space

CHAPTER li-CIVIL AERONAUTICS
BOARD

SUBCHAPTER D-SPECIAL REGULATION

[Regulation SPR-156; Amdt. No. 2; Docket
29165]

PART 380-PUBLIC CHARTERS

Consumer Protections For Charter
- Participants; Simplified Prospdctus

Filing Procedures

Adopted by the Civil Aeronautics
Board at its office in Wishington, D.C.
March 2, 1979.

AGENCY: Civil Aeronautics Board.

ACTIOW: Final Rule.

SUMMARY: The CAB is requiring
that charter participants be given re-
funds when there are major changes
in the charter packages they have pur-
chased. In addition, there are new dis-
closure requirements for charter ad-
vertising and specific requirements for
the contracts between charter opera-
tors and participants. The CAB is also
simplifying the procedures under
which operators must file prospectuses
before marketingcharters. This rule is
designed to help to insure the partici-
pants fair treatment by the operators
or, if necessary, from a court.

DATES: Adopted: March 2, 1979. Ef-
fective: the amendment of § 380.20 and
the revocation of'§ 380.43 are effective
March 2, 1979. Sections 380.31 and
380.32 (operator-participant contract
requirements), § 380.33 (major
changes), § 380.33a (operator's option
plan), and § 380.12 (notifications)
apply to operator-participant con-
tracts entered into on or after May 1,
1979, but only with respect to charters
that are scheduled to depart on or
after July 1, 1979. Section 380.30 ap-
plies to solicitation materials distribut-
ed or broadcast on or after May 1,
1979, but only for charters that are
scheduled to depart on or after July 1,
1979. The amendments of §§ 380.2,
380.18, 380.23, 380.25, 380.28, 380.34,
and 380.40 are effective May 1, 1979.

FOR FURTHER INFORMATION
CONTACT:

Mark Schwimmer, Office of the

SUPPLEMENTARY INFORMATION:
By a notice of proposed rulemaking,
SPDR-50B. 43 FR 39807, September 7,
1978, the Board proposed consumer
protection amendments to Its Public
Charter rule, 14 CFR Part 380. The
proposal was based on an April 1976
petition by the Board's former Office
of the Consumer Advocate (since
merged into the Bureau of Consumer
Protection) and on the comments on
SPDR-50, 41 FR 45024, October 14,
1976, an advance notice of proposed
rulemaking.

The proposed amendments would
entitle participants to refunds when
thdre are major changes In their
charter packages. This would be done
by both requiring operator-participant
contracts to contain certain terms and
making the refunds a direct regulatory
obligation. SPDR-50B also proposed
to improve participants' awareness of
what they will and will not get, and
what risks may be involved, when they
purchase charter trips. This would be
done by (1) requiring charter advertis-
ing to include certain information, (2)
requiring charter operators to obtain
signed contracts from prospective par-
ticipants before collecting any money
from them, (3) establishing print size
requirements for the contracts, and (4)
requiring a space on the contract form
for participants to request details of
optional insurance. Simplified proce-
dures for filing Public Charter pro-
spectuses were also proposed. Finally,
SPDR-50B Invited comments on the
possibility of requiring operators to
obtain permits before marketing
charters.

Thirty-three comments and reply
comments were filed by consumer pro-
tection agencies and organizations, air
carriers and air carrier associations,
charter operators and operator associ-
ations, a travel agents' association, and
others. For the reasons discussed
below, we have decided against a
permit or licensing requirement and
generally in favor of the rest of the
proposal, with some changes in detail.

PRELIMINARY MATTERS

Section 401(n)(2) of the Federal Avi-
ation Act of 1958, as amended by the
Airline Deregulation Act of 1978, Pub.
L. 95-504. states that "no rule, regula-
tion, or order of the Board shall re-
strict the marketability, flexibility, ac-
cessibility, or -variety of charter
trips * * *." Some commenters have
cited this language to argue that the
Board should not be issuing this rule.
This, however, Ignores key legislative
history. Congress specifically contem-
plated the adoption of consumer pro-
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tection rules like these. SPDR-50B
was outstanding when the Deregula-
tion Act was passed, and the Confer-
ence Report stated that:

The limitations on the Board's power to
restrict the flexibility of charters are not in-
tended to limit the Board's authority to
adopt regulatlon for the protection of con-
swmers. (H. Rept. No. 95-1779. October 12
1978. p. 68)
Therefore, there is no statutory bar to
adoption of-this rule.

Nevertheless. some commenters
would have us terminate this rulemak-
Ing and leave the matter of charter
consumer protection to the Federal
Trade Commission (FTC), suggesting
that that agency is a more appropriate
one to adopt this sort of rule. The -
FTC Itself, however, does not agree,
and advocates the adoption of our pro-
posal. It feels that we have made a
reasonable allocation between opera-
tors and participants of the burden of
uncertainty that is inherent in charter
transportation. The FTC stated that
the rule could go a long way toward
protecting consumers from major
problems that they may experience on
charter tours without harming the
charter industry. Both the Board and
the FTC have examined the travel in-
dustry and each has found that sub-
stantial problems exist between con-
sumers and charter tour operators.
These problems have existed for a
long time, and for us now to pass them
on to another agency would serve only
to further delay their solution.

Some commenters argued for a post-
ponchient or transfer of this rulemak-
ing on the ground that it should in-
lude non-charter tours within its cov-
erage. Even if It Is advisable to have
consumer protection rules for tours
operated on scheduled air transporta-
tion, we could not do so now. Such
action is beyond the scope of this rule-
making. The different legal relation-
ships between passengers and sched-
uled tour operators would necessitate
entirely different remedies. Moreover,
to wait for another proposal to be de-
veloped and published and for com-
ments to be submitted and analyzed
would mean only further delay. The
Board's staff will continue to monitor
consumer abuses by scheduled tour
operators. It cannot seriously be con-
tended. however, that the continued
viability of the charter mode depends
on operators' ability to engage in the
kinds of unfair practices that we are
prohibiting here.

The National Air Carrier Association
(NACA) asserted that we should hold
an evidentlary hearing to determine
whether the rule should be expanded
to include tour operators using sched-
uled service. This proceeding is clearly
rulemaking as defined in the Adminis-
trative Procedure Act, 5 U.S.C. 551 et
seq. (APA) and the procedures fol-
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lowed have been in accordance with
those prescribed in that Act. An oral
hearing on the merits is not legally re-
quired, nor is one needed. The prob-
lems addressed in'this proceeding have
surfaced many times in our staff's
review of charter prospectus filings
and enforcement - investigations of
charter operators.

All 'arties have been afforded the
opportunity to submit argumenfs in
initial and reply comments. Affected
persons have thus had ample opportu-
nity to make theIr case in this pro-
ceeding. Nothing in the comments has
persuaded the Board thbt -oral .pro-
ceedings would be of help to the Board
or would serve any purpose other than
delay. Therefore, the Board finds that
it would not be in the public -interest
to postpone its decision pending fur-
ther proceeding.

That this proceeding is rulemaking
and not adjudicative in nature is also
fatal to NACA's claim that the pers6n-
nel of the Bureau of Consumer Protec-
tion (BCP) are barred from any non-
public ex parte participation n the de-
velopment of the rule. The APA's sep-.
aration of functions requirements, 5
U.S.C. 554(d), apply only to adjudica-
tions, which by definition do not in-
clude rulemaking. Similarly, the

- Board's separation of functions rule,
14 CFR 300.4(a), on which NACA
relies, applies only to hearing cases.
The relevant provisions for rulemak-
ing proceedings are found in 14 CFR

-300.2, which addresses only communi-
cations between Board employees and
any person who is not a Board employ-
ee.

It Is true that this proceeding began
with a publicly filed petition from the
Board's former Office of the Consum-
er Advocate (QCA). The public filing
reflected the then-current view that a
quasi-independent office could provide
more effective representation of con-
sumer interests in Board proceedings
than a regular staff component. The
staff of OCA were at all times the
Board's own employees, to whom the
Board was entitled to turn for advice.
Accordingly, the Board finds that
there is nothing improper in the
former OCA staff or any other Board
employees acting as a part of the
agency and giving advice on this
matter.

Several commenters suggested that
we establish a consumer protection
fund and arbitration procedure for
resolution of charter consumer dis-
putes. Although this might well be a

- good idea and will be examined fur-
ther, it does not justify postponing
this rule. Even if such a remedial
scheme were to be adopted; it would
supplement, land not substitute for,
the scheme we are adopting today.
The fund and arbitration procedure
are only a method to simplify litiga-
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tion and to protect participants from
tour operator defaults due to Insolven-
cy, Such a system is of no use to a con-
sum& who cannot recover because the
operator-participant contract is unfair

-to begin with. The consumer protec-
tion rule we are adopting here should
help to ensure the participant fair

-treatment by the operator or, if neces-
sary, frdmi a court or arbiter.

LICENSING
In SPDR-50B, we invited comments

on a possible requirement that charter
operators obtain a permit before doing
business, while indicating reluctance
to impose any such licensing scheme.
The. reasons for this reluctance were
described in that notice and SPDR-50,
the advance notice, and were largely
concurred in by the commenters. ,
. Many of these commenters feared

that our proposed system would be
burdensome and could be. used to re-
strict' entry, thereby resulting in de-
creased .competition and increased
prices. On the other hand, the FTC
thought that our proposal, in which
permits would be granted and renewed
freely, with only a record of previous
non-compliance- with the regulations
as an impediment to continued oper-
ation, would be unobjectionable.
Others hoped that licensing would Im-
prove the charter operators' image
and ensure some formal review of
them. Nevertheless, many of these
supporters of licensing still feared
that the scheme could gain a momen-
tum of its own and eventually be used
in ways that are anticompetitive or
burdensome.

We share these concerns and In addi-
tion feel that the beneficial aspects of
licensing can be achieved by other, less
burdensome means. We are amending
the exemption set forth in § 380.20,
which constitute the operator's basic
authority to sell air transportation. -In
its current form, the exemption is con-
tingent only on the operator's compli-
ance with Part 380. Moreover, the ex-
emption attaches to flights or flight
programs, so that a noncompliance
only terminates the exemption for the
particular flight or flights with" re-
-spect to which it occurred. Termina-
tion of the exemption thus provides
little if any sanction beyond that for
the noncompliance" itself. We are
therefore :amending § 380.20 to make
the exemption depend also on compli-
ancewith gny special conditions that
have been imposed on that operator to
ensure compliance with the rest of
Part 380. Among the conditions might
be prior approval of operator-partici-
pant contracts or solicitation materi-
als, or that prospectuses include evi-
dence of binding commitments for

,hotel rooms. The need for such condl-
ti6ns in particular cases would be the
subject of a Board proceeding.

The Airline Deregulation Act recent.
ly granted the Board the power to
impose civil penalties, which can serve
as an extra deterrent to potential of-
fenders. This power and the opportu-
nity to impose conditions on exemp-
tions reduce the need for permits as a
prerequisite to entry, The Act also es-
tablishes a policy that Is opposed to
additional restraints on market entry.
These factors, with our own policy of
avoiding unneeded regulatory burdens,
convince us that our Initial reluctance
was justified and that a licensing
scheme should not be adopted at this
time.

MAJOR CiANGES

The most Important and widespread
problem with charters addressed by
the proposal is major changes in the
charter program relative to what the
participants exilect. In the most typi-
cal situation, the operator has re-
served the right, in the contract with
the participant, to make the substitu-
tions that the participant later objects
to. The issue Is therefore how much
freedom the operator will have to In-
clude these clauses in its cQntracts. In
order to deal with this problem, cer-
tain changes in cities, dates, hotels,
and prices were proposed to be defined
as major, regardless of the contract's
terms. For major changes that opera-
tors knew about before departure, the
participant would be entitled to cancel
and receive a full refund. For major
changes- that the operator did not
knbw about until after departure, the
participant could reject the substitut-
ed hotel or flight and receive a partial
refund. The" practical effect of this
scheme would be to prohibit charter
operators from reserving the right to
make major changes freely.

This general approach was support-
ed by the FTC, the American Society
of Travel Agents (ASTA), the U.S.
'Office of Consumer Affairs (OCA/
HEW), the New York City Depart-
ment of Consumer Affairs, the Avi-
ation Consumer Action Project
(ACAP), and others as a necessary
step to ensure fair treatment of
charter passengers. It was opposed by
NACA, the Air Charter Tour Opera-
tors Association (ACTOA), the United
States Tour Operators Association
(USTOA), and many charter operators
as unnecessarily burdensome and
unfair to charter operators. Some sug-
gested that to cover the risk of cancel-
lations, operators would have" to ralo
their prices to such an extent that
charters, would become unmarketable.
As we stated in SPDR-50B, however:

To- the degree that costs would increase
for operators who make major] changes
often, this approach may be viewed as cut-
ting off the extreme low end of the scale of
price/service otions, available to charter
consumers. The changes that would be de.
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fined as major e so fundamental that. in
our tentative judgment, few consumers
would freely contract away their right to
object to them. Those few must be balanced
against the larger number who would not be
reached by even the most stringent disclo-
sure requirements that could be devised.
The comments have riot persuaded us
to abandon this general approach, par-
ticularly since many of the changes in
the details of the rule, discussed
below, will reduce the burden of com-
pliance.

Cities. SPDR-50B proposed that any
change in the origin or destination
city of any leg of a charter be consid-
ered major, regardless of the terms of
the contract, unless the change would
affect mefely the order in which cities
on a tour were to be visited. The main
issue was the treatment of "area fil-
ings." With an area filing, a charter
operator advertises a charter in sever-
al different cities as if it will depart
from each, or for several destinations
as if there will be separate flights to
each, when in reality there will only
be a single flight. In some cases, pas-
sengers have been told at the last
minute that their flight will leave
from another city, to which they must
travel by bus.

Two approaches were proposed to
allow operators the flexibility of area
filings while protecting individual par-
ticipants against unexpected changes.
The first option was to allow operators
to contract with direct carriers foral-
ternative origin or destination cities,
ud to test the market in each of these

departure cities and for multiple desti-
nations. However, the operator's con-
tract with each participant could
name only one origin city and one des-
tination city. The operator's selection
of the actual cities would constitute a
major change for those participants
whose contracts named other cities, so
they could cancel with a full refund.
All solicitation materials would have
to disclose that the actual cities had
not yet been selected.
The second proposed option was to

provide operators more flexibility by
allowing individual contrasts to name
alternative cities. As long as the actual
cities were among the named alterna-
tives, there would be no major change
and hence no, entitlement to a refund.
The solicitation materials-would have
to name all the possible cities and say
that the selection would be at the op-
erator's option. This statement, along
with a more specific description of the
participant's lack of cancellation
rights, would also have to appear in,
the contract.

SPDR-50B invited comments not.
only on these two options, but also
combinations of them, including dif-
ferent treatment for origin and desti-
nation cities.

Most commenters favored the great-
er flexibility of the second option. Ad-
venture Tours wanted the Board to
give the operators the choice of fol-
lowing either option. (This is implicit
in the second option, which is more
liberal than the first.) ACAP and
Donald I. Pevsner preferred the first
option, fearing that the more strin-
gent disclosure accompanying the
second would not be effective.

We are reluctant to flatly prohibit
charter operators from naming alter-
native cities. As long as prospective
participants can be adequately in-
formed of the risks involved, there is
no need to prohibit contracts in which
participants agree to assume these
risks in exchange for a presumably
lower price. The opportunity to name
alternatives might result in not only
lower prices, but also the availability
of charter flights that it would other-
wise not be worthwhile to market at
all. It becomes particularly Important,
however, to require disclosure of the
alternatives and make sure that opera-
tors commit themselves to a particular
one long enough before departure that
participants can adjust their plans.

We have therefore decided to classi-
fy operator-participant contracts that
name alternative cities In a special cat-
egory, to be known as "operator's
option plan" contracts. The rules for
this category are set out in new
§ 380.33a. In addition to the informa-
tion required in all contracts, an oper-
ator's option plan contract must state
(1) all the alternative cities, (2) that
the selection of the actual cities is at
the charter operator's option and will
not entitle the participant to a refund,
and (3) that the operator will notify
the participant of the actual cities at
least 10 days before departure. This
Information must be highlighted on
the contract form along with other Im-
portant Information, as discussed
below under the heading "Operator-
Participant Contracts". The contract
form itself must be labeled "OPERA-
TOR'S OPTION PLAN" in bold-faced
capital letters at least V4 inch high.
Similarly, all advertising for a charter
must, if it states a price for an opera-
tor's option plan contract, clearly and
conspicuously (1) Identify that price as
being for the operator's option plan,
(2) name all the possible cities, and (3)
state that the selection of the actual
cities is at the charter operator's
option. Also, operators and agents
must not misrepresent to prospective
participants, either orally or in adver-
tising, the probability that a particu-
lar city will be selected. As with the
rest of Part 380, the Board may seek
civil penalties from those who violate
this rule. Like the other notification
requirements, the 10-day notice of
that selection is a regulatory obliga-
tion in addition to a contractual obl-

gatlon for the charter operator. Once
the operator has notified the partici-
pant of its city selection, the use of
any other city will be a major change
that entitles the participant to a
refund, even if that other city is
among the alternatives named in the
contract.

The FTC said that for tours going to
several places, a change in the number
of days in each should be considered
major. Although there is some merit
in the FTC suggestion. on balance we
find that our available Information
does not justify imposing this restric-
tion on tour operators. While the allo-
cation of the total tour time among
various cities being visited is impor-
tant to participants, this type of
change imposes less of a hardship on
passengers .than changes in departure
and return dates.

The FTC also recommended that
"city" be defined in terms of govern-
ment-established Standard Metropoli-
tan Statistical Areas and Standard
Consolidated Statistical Areas. Such a
definition would unnecessarily compli-
cate the rule. If ambiguities or decep-
tion arise in the designation of cities,
they can be addressed in future rule-
making proceedings.

One commenter asked whether a
changed origin city would be consid-
ered a major change if the operator
provided transportation to the new
city. If that transportation is not by
air, the change would be major. If it is
by air, there would nbt really be a
change in the origin city. There might
be, however, a violation of contractual
obligations if the operator originally
undertook to provide nonstop or
single-plane service. -

We have made a small drafting
change in the rule's characterization
of cities. As used in the proposal and
the discussion above, "origin" and
"destination" cities were essentially
the home and away cities, respectively.
For example, for a New York-Paris
round-trip charter, New York would
be the origin city and Paris, the desti-
nation. That terminology is inad-
equate for discussing charters that
visit several cities or that do not
return to the city from which they
began. Therefore, the final rule is
stated in terms of the origin and desti-
nation city of each flight leg of a
charter trip. New York would thus be
both the origin city of the outbound
leg and the destination city of the
return leg in the New York-Paris ex-
ample.

Date. As proposed, any change in
the departure or return date shown in
the operator-participant contract
would be major, unless it resulted
merely from a flight delay. Such an
exception is necessary because even a
short flight delay can change the date
of a flight scheduled to leave late at
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night. There was a limit on the excep-
tion, based on an already outstanding
proposal on flight delays by direct air
carriers (EDR-343, 42 FR 64905, De-
cember 29, 1977, Docket 31229.) EDR-
343 proposed to allow a direct air car-
rier 6 hours to provide substitute
transportation; after that, the charter
operator would be entitled to make its
own arrangements at the direct carri-
er's expense. SPDR-50B proposed-to
allow the charter operator 6 more
hours to secure alternative transporta-
tion before a date change (if one oc-
curred during the 12-hour period)
would be considered a major change
giving participants a right to a refund.
Thus, assuming both rules were adopt-
ed as proposed, for a charter sched-
uled to leave at 11 pm the direct carri-
er would have until 5 am, and the
charter operator until 11 am the next
day, to provide transportation. With a
9 am scheduled departure, the direct
carrier would have until 3 pm and
then the charter operator would have
until midnight to provide substitute
transportation.

Many charter operators objected to
this proposed scheme, arguing that it
unfairly made them responsible for
the delays caused by direct air carri-
ers. Most of these commenters appear
to have misunderstood the scheme,
treating the operator's 6-hour period
as though it began to run with the
originally scheduled departure time.
Other commenters, while understand-
ing the proposal, still argued that the
operator's 6' hours would not be
enough time.,
,The Board has not yet taken final

action on EDR-343, the earlier propos-
al, and the rule adopted today does
not link major changes directly to
flight delay protection. Instead, it
"specifies that any date change that
does not result from a flight delay will
be considered a major change. So that
passengers on delayed flights are not
completely unprotected, however, the
rule specifies that any delay of more
than 48 hours will be considered a
major change, entitling them to a
refund. After taking final action on
EDR-343, we will reexamine this re-
quirement.

To make sure that operators cannot
evade the effect of this rule by desig-
nating avoidable, date changes as
flight delays, any date change that the
operator knows of more than 2 days
before the scheduled departure date
will be considered a major change in
any event. To our knowledge, there
are few bona fide flight delays (e.g.,
those caused by equipment malfunc-
tions or adverse weather) that the op-
erator knows about more than 2 days
in advance.

For the reasons discussed above
unde "Cities", we have also decided to
allow charter operators to specify al-
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ternative dates in their contracts with
participants, as long as they follow the
operatbr'i option plan rules. The oper-
ator must notify participants, of the
actual dates at least 10 days before the
.earliest possible date for the outbound
trip, rather than merely 10 days
before the actual date. Similarly, if an
operator's option plan contract states

'alternatives for both dates and cities,
the operator must give notice of the
actual cities at least 10 .days before the
earliest possible departure date.

Hotels. SPDR-50B proposed that the
substitution of any hotel not named in
the operator-participant contract be
considered a major change. The
charter operator could name alterna-
tive hotels in the contract, but it could
not merely reserve, the right to substi-
tute hotels of "similar", "comparable",
or "equal" quality since the vagueness
of these terms, as a practical matter,
permits virtually unlimifed substitu-

.tions, and this has been a major source
of consumer complaints. The proposal
also invited comments on the advis-
ability of requiring operators to in-
clude in their prospectuses certifica-
tions that they had binding commit-
ments with enough, hotels to accom-
modate a sold-out charter.

The FTC, ACAP, OCA/HEW, New
York City Department of Consumer
Affairs, and others supported the pro-
posed treatment of hotels as necessary
to ensure that participants receive the
services that they expect. Many
charter operators objected to this
aspect of the proposal, arguing that it
is unfair to hold the operator responsi-
ble when the change is caused by a
hotel's overbooking or other failure to
honor its commitment to the operator.
These commenters also objected to
the -characterization of terms like
"similar" as vague, arguing that they
could be made objective by tying them
to a rating system of an independent
third party. There are too many dif-
ferent rating systems, however, and
none of them is well enough accepted
to be incorporated into the rule. More-
over, hotels with the same rating
could still differ in ways that are im-
portant to participants, such as their
nearness to a beach. We recognize that
hotel changes are often beyond the
control of the operator. That does not
dispose of, the issue, however. The real
question is how to allocate the risk of
these changes between operators and
participants, and we remain persuaded
that this risk should be imposed on
the operator. Since the operator is
free to list in the contract as many al-
ternative hotels as, it wishes, the impo-
sition is not -serious. As we stated in
SPDR-50B,

The practical effect of this definition
would merely be to require operators to be
sure when they begin marketing a charter
that they have backup arrangements with

enough hotels to accommodate the expected
number of participants. At the same time.
participants would be put on notice of the
full range of possibilities.

The elucational tour operators
argued that they should be permitted
unlimited substitutions, since students
do not care where they stay. We arb
not persuaded that this Is true. To the
extent that It Is, however, students
would have no objection to a list of al-
ternative accommodations. The rule
therefore includes no special provision
for educational tours,

ACAP suggested that operators be
required to have binding commitments
for hotel rooms when they file pro-
spectuses. Most commenters, however,
agreed with the proposal's tentative
conclusion that the variety of possible
contractual arrangements makes It dif-
ficult to state the precise neaning of
"binding". Moreover, there does not
appear to be a need for such a require-
ment. This rule guarantees a degree of
certainty about hotels to participants,
Operators can be, expected to obtain
whatever degree of commitment from
hotels their business judgment dic-
tates is necessary to meet their obliga.
tions to participants.

Charter Travel Corporation (CTC)
stated that the Board lacks the legal
power to make consumer protection
rules that affect land arrangements,
We find that this contentipn is with-
out merit, and that the Board has au-
thority derived from both statutory
and case law.

Section 411 of the Federal Aviation
Act, 49 U.S.C. 1381, gives us the power
to "investigate and determine whether
any air carrier or ticket agent has or is
engaged in unfair or deceptive prac-
tices or unfair methods of competition
in air transportation or the sale there-
of." This section grants the Board ju-
risdiction over, package tours sold in
conjunction with air transportation.
When tour operators sell charter
tours, the ground packages are an in-
tegral part of the sale of air transpor-
tation. The land arrangement is not
offered as an enterprise separate from
the sale of the air transportation, but
rather to further the use of that air
service. Likewise, the consumer pur-
chases the land package directly with
the air transportation. The two as-
pects of the tour are Inextricably tied
and can be regulated accordingly.
"Prices. SPDR-50B proposed to

define as major any increase of 10 per-
cent or more In the price to a partic-

,pant that occurs by the 10th day
before departure. Price Increases after
the 10th day would be prohibited out-
right.

There were three types of opinions
on this aspect of the proposal. Some
commenters thought that allowing
any price increase would open the
door- to automatic last-minute Ins
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creases up to the Board's limit. Others
considered any ceiling as unfair in the
present period of inflation and dollar
instability. Most accepted the 10 per-
cent ceiling as a compromise between
the participant's interest in protection
against last-minute or precipitous in-
creases, and the operator's need to
preserve the flexibility to respond to
-increases in its costs.

The proposed price provision is not
unfair to operators, despite the uncer-
tainty in their costs. In fact, a strong
case can be made for defining any
price increase as major. Price-flexibil-
ity is rare in other consumer purchase
contracts, although it is common in
commercial contracts. Retail sellers
typically absorb the uncertainty in
their costs by pricing their goods or
services accordingly. In SPDR-50B,
however, we had tentatively selected
the 10 percent limit on increases as a
compromise, to alleviate the impact of
the rule on charter operators. Since a
stricter rule was not proposed, the rule
adopted today incorporates the 10 per-
cent limit. Operators should note,
however, that even price increases
that are within the 10 percent limit
could, if they are not based on cost in-
creases, be considered as unfair or de-
ceptive practices in violation of section
411 of the Act. We plan to issue a fur-
ther notice of proposed rule making
on price increases in the near future

Operators should also note that
there is no prohibition against charg-
ing different prices to different par-
ticipants on the same charter. Thus
the operator can respond to an in-
crease in the direct air carrier's
charter-price by increasing the price to
participants who have not yet signed
up while preserving it for those who
already have. The fact that contracts
with direct carriers, hotels, and other
suppliers of services to the charter op-
erator are made many- months in ad-
vance with great price uncertainty is
therefore not significant.

REMEDIES FOR MAJOR CHANGES

The -proposed remedy scheme for
major changes was as follows: If an op-
erator knew of a major change before
departure, it would have to notify
each participant within 7 days but in
any event before departure. Notifica-
tions would be considered made when
they were received.-After receiving the
notice, the participant would have 7
days to cancel (unless departure was
sooner) and would get a full refund
within 7 days after that. If the opera-
tor did not learn of the major change
until after departure, the participant
could still reject, the change, but
would only be entitled "to a partial
refund ,equal to that portion of his
payments allocable to the component
of the charter being changed. These
procedures would be both incorporat-

ed in the operator-participant contract
and made regulatory obligations for
the charter operator.

The proposed rule also would re-
quire operator-participant contracts to
state that the rights and remedies set
forth in them are in addition to any
others that the participant may have
under applicable law. The proposal
stated, however, that operators could
specify that acceptance of a refund
would constitute a waiver of those
other remedies.

Several commenters objected to the
refund scheme, particularly for hotels.
They argued that, instead of being en-
titled to cancel upon a hotel substitu-
tion or reject It for a partial refund if
it occurred after departure, the par-
ticipant should be required to accept It
and be entitled to receive only a
refund of the difference in value be-
tween the promised and the substitut-
ed hotel. "Difference in value," howev-
er, is a subjective concept, since any
difference in the cost of hotels to the
operator is not likely to satisfy a par-
ticipant who is unhappy with the sub-
stitute. Moreover, the amount would
usually be far too small to discourage
bad faith substitutions. Therefore, the
refund scheme is generally adopted as
proposed.

There are some changes in the
timing of required notifications and
refunds, however, in response to objec-
tions to the practicability of the pro-
posed deadlines. Many commenters
stated that 7 days to provide notice is
too short because mailing time will
consume an uncertain but substantial
portion of that period. Some suggested
that the period be lengthened, while
others argued that notice should be
considered made when sent instead of
when received. The latter suggestion
has been adopted, with a slight
change. Where the proposed rule
stated that notification must be given
"in any event before departure", re-
ceipt is critical since a mere mailing
immediately before departure would
be of no help to the participant. The
final rule therefore states that, for a
change that the operator first knows
of less than 10 days before scheduled
departure, the operator must get the
message to the participant as soon as

-possible. For a-nmajor change that the
operator knows of 10 or more days
before scheduled departure, the notifi-
cation must be sent within 7 days after
the operator first knows of it, but in
any event by the 10th day before de-
parture.

Refunds will also be considered
made when sent rather than when re-
ceived. The time for refunds is ex-
tended to 14 days, in recognition of
the delay caused by the escrow
system. For the same reason, there Is
no requirement that refunds be re-
ceived in any event before scheduled

departure. (The proposed rule includ-
ed such a requirement for refunds
upon operator cancellations, but not
for other types of refunds.)

American Express suggested that
charter op~erators' notification duties
be considered satisfied by giving notice
to travel agents rather than to partici-
pants, since agents are often reluctant
to disclose the addresses of their cli-
ents. This suggestion is not being
adopted. Timely notice to participants
is what is necessary. The travel agent
need not disclose addresses to the op-
erator as long as the operator arranges
for the agent to notify the partici-
pants. In these situations It is the op-
erator's responsibility to ensure that
the agent sends the notification within
the required time. Similarly, if the
agent does not disclose participants'
addresses to the operator, the opera-
tor must ensure that the agent trans-
mits the addrisses to the depository
bank (if any).

'The proposal would require con-
tracts to state that the participant's
contract rights and remedies are in ad-
dition to others available under appli-
cable law. Proposed §380.33(c) would
require an operator, upon notifying
participants of major changes and
their rights to refunds, to also notify
them, if such Is the case, that accept-
ance of a refund will cut off any other
remedies. Some commenters argued
that these provisions are inconsistent
The former provision is designed, how-
ever, to preserve remedies for partici-
pants who choose not to accept a
refund. That is necessary to ensure
that the availability of the refund
(even where it is not accepted) does
not, as a matter of contract law, cut
off other legal remedies. To clarify the
interaction of these two requirements,
the former one has been revised by
adding to the contract a statement
that the operator may condition a
refund on the participant's waiver of
additional remedies. This expanded
statement appears in § 380.30(t) of the
rule adopted today.

The Board is also considering pro-
hibiting the charter operator from -

conditioning the refund on the partici-
pant's waiver of additional remedies.
Another possibility would be to re-
quire a "cooling off" period so that
participants who are confronted with
major changes would not have to
decide on the spot whether to accept a
refund or rely on other legal remedies.
Board action on this subject would be
addressed in a further notice of pro-
posed rulemaking.

SoLcrrrxosN M RIALS

The proposed definition of .'solicita-
tion material" was broad, andincluded
all advertising, brochures, and any
other materials used by or on behalf
of a charter operator to solicit partici-
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pation in a Public Charter. All solicita-
tion materials would have'to include
the direct air carrier's name, the
charter operator's name, and a state-
ment that the flight is a charter. A
statement referring to the contract for
further Information about conditions
applicable to the charter was also pro-
posed, but only for advertising that
states prices for flights. Any solicita-
tion material that named a hotel but.
did not name every hotel listed in the
operator-participant contract . would
also have to state that substitutions
might be made. Additional disclosure
requirements related to alternative
cities are discussed above under the
heading "Major Changes".

OTC Tours objected to the defini-
tion of "solicitation material" as too
broad, stating that it could make the
operator liable for the content of ma-
terial that it had never ordered or
seen. The words "on behalf of", how-
ever, adequately limit the coverage of
the rule to distributions for which the
operator can fairly be held responsi-
ble. -

ACAP suggested that the operator's
address also be included in all ads.
Such a requirement is not being adopt-
ed for tle reason that it was not pro--
posed. Since the address is available In'
the operator-participant contract, the
extra benefit to consumers of having it
in the advertising Is not worth the
burden it would impose on marketing.
In particular, it could encourage par-
ticipants to bypass,' travel agents in
their bookings to the disadvantage of
both agents, who may have paid for
the advertising, and operators, who
may wish to sell only through agents.

The FTC suggested that advertising
also include the departure times of the
initial and final flight legs, the specific
location of hotels, and definitions of
any terms used to describe hotels.
OCA/HEW wanted the quality and lo-
cation of restaurants included as well
as' hotels. These suggestions are not
being adopted. Flight times are often
not established until shortly before
the departure date, so they could not

' be included. In our judgment, imposi-
tion of such strict requirements in' all
dvertising would'be a burden not jus-

tified by benefits to consumers.
A&P Tours saw no need for a state-

ment referring to the contract for fur-
ther information. As noted in the pro-.
posal, however, it is important to alert
prospective participants to the exist-
ence' of those contracts at an early
stage. The ,final rule therefore in-
cludes this'requirement.

For these reasons, the requirements
for solicitation materials are adopted
as proposed, except that a statement
that the flight is a charter need not be
included. .We find that such informa-
tion would not significantly inform
-consumers, especially now that many

RULES AND REGOLATIONS

of the former distinctions between
charters and other air services have
been removed.

OPERATOR-PARTICIPANT CONTRACTS

SPDR-50B proposed'to prohibit the
collection of any money from prospec-
tive participants until they have
,signed operator-participant contracts.
This provision was supported by the
FTC, OCA/HEW, New York City De-
partment of Consumer Affairs, ACAP,
and others, as necessary to ensure that'
participants can make informed
choices before committing* their
money. Many charter operators op-
posed it, arguing that it is unnecessary
and would severely restrict the mar-
keting of charters. "

We consider this prohibition to be
important. -To make an informed
choice, the consumer must be able to
inspect the terms of the purchase
before paying his money. After that,
as noted in SPDR-50B, participants
have become psychologically commit-
ted to the purchase, even if'as a legal
matter they are entitled to withdraw
upon discovering conditions they con-
sider unsatisfactory. The argument
that the signature requirement will
impair the marketing of charters.ap-
pears to rest on the expectation that
many consumers will delay their book-
ing until they have read the contract
or be reluctant to sign it at all. Opera-
tors can minimize the likelihood of
this, however, by writing their con-
tracts in clear, undeistandable English
with a print format that does not dis-
courage reading. Then, potential cus-
tomers who decide 'not to sign would
presumably be making'their decisions
on the basis of the terms of the agree-
ment, which is as it should be.

The signature requirement has been
redrafted so that it applies only to ac-
ceptance by the operator. Retail
agents will not have to obtain signa-
tures when accepting money for un-
specified flights. They will need to
obtain the signature before sending
the money on to the operator, howev-
er, because 6therwise the operator
under the rule may not accept it. Op-
erators that receive money without
contracts having, been signed must
return it.

The 'proposal specified that if a
member of a family traveling together
paid for the group, that member could
sign the contract on behalf of the
group. CTC stated that requiring the
signer to be a family m6mber is too re-

,strictive, and that it should be enough
"that a signer designate himself as the
representative of a group that will
travel together." We agree that this
provision should be more flexible.
CTC's suggestion is not being adopted,

,ho~.ever, since any" person could so
"designate himself". Instead; the rule
specifies"that if a- member of any

group traveling together pays for the
group, that member can sign the con-
tract on behalf of the group. Opera-
tors and agents should note that this
provision does not address whether
that person's signature actually com-
mits the group members to the terms
of the operator-participant contract. It
concerns only the prohibition agaist
operators collecting money without
having first obtained a signature.
Whether one group member has
-actual authority to bind another to
the contract will be a question of fact
and agency law In each case.

The proposed rule would'require op-
erators to return all of a participant's
money within 2 business days after re-
ceiving It if the charter and all the
specific alternatives that the partici-
pant has chosen are fully booked. The
operator could retain the money and
try to make other arrangements for
the participant only if authorized by
the participant. The proposal wOuld
have prevented the participant from
giving this authorization until after
being notified that no space was avail-
able.

Many commenters stated that the 2-
business-day deadline is too strict, and
particularly objected to the prohibi-
tion against advance authorizations to
hold money when the requested
charter is full. The final rule gives op.
erators 7 days, as suggested by
ACTOA and ASTA. The prohibition
against advance authorizations is re-
placed by a space on the contract form
for participants to indicate their con-
sent to the retention of their money.
When the operator retains the money,
It must notify the participant within 7
days that the charter Is full and the
money is being retained. This change
will simplify the handling of funds
while serving the proposed prohibi-
tion's original purpose-to guarantee
that the consent Is informed.

SPDR-50B proposed to require that
operator-participant contracts be
printed in at least 7-point type, and
that certain particularly important
elements of the contracts be printed In
bold-fabe type at least 50 percent
larger than the rest. The 7-point mini-
mum was generally approved by the
commenters and Is being adopted as
proposed. NACA suggested that bold-
face type would be adequate to high-
light the important terms without
being any larger than the rest of the
contract. The American Automobile
Association suggested that capital let-
ters :would suffice. The final rule ac-
commodates these suggestions.

Due to a typographical error in the
notice of proposed rulemaking, the
particular contract terms to be high-
lighted were not Identified correctly.
Using the paragraph designations of
§ 380.32 of the final rule, they are (a),
the charter, operator's hame and ad-
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dress, (f), a statement about payments
to the escrow account, (h), a statement
about the charter operator's cancella-
tion rights, (1), a statement that the
participant's cancellation rights are
limited, and (r) and (s), statements
about participants' refund rights when

.there are major changes. Statements
An operator's option plan contracts
, about alternative dates and cities must
also be highlighted.

Several commenters stated that if
contracts must state cities and flight
dates there would have, to be a sepa-
rate printing, for each flight' in a
series of charters, of contracts that are
otherwise identical. That is incorrect.
A common practice has been for -the
operator to print a brochure describ-
ing an entire program, with a single
contract form attached. The contract
incorporates the necessary informa-
tion by reference, usually to the de-ta-
chable booking or reservation form.
That practice can continue.

Since the contract is important to
consumers after signing, in addition to
when they are making their purchas-
ing decisions, we are adding a require-
ment that the form be designed so as
to enable participants to retain a copy
of its general terms and conditions.
Specific information that is supplied
by participants, such as choices of
dates, cities, or other options, need not
be retainable. Contracts with detacha-
ble booking forms would thus satisfy
this requirement.

MISCELLANEOUS CONSUMM PRoTECTION
PaovisIoNs

The current Public Charter rule
specifies that when a-charter operator
cancels a charter, it shall notify -par-
ticipants in writing within 15 days
after the cancellation and in any event
by the 10th day before scheduled.de-
parture. If the cancellation occurs less
than 10 days before departure, the no-
tification need not 1ie in writing but it
must be made as soon as possible and
in any event before" departure. To
ensure, speedier notice to participants
of their need to make other arrange-
ments, SPDR-50B proposed to reduce
the 15-day ,period to 7 days. This
aspect of the proposal is adopted with
the variation discussed above for the
timing of notifications of major
changes. Thus, for cancellations that
occur 10 or more days before sched-
uled departure, written notice must be
sent within 7 days but in any event by
the 10th day before scheduled depar-
ture. If the cancellation occurs less
than 10 days before scheduled depar-
ture, the operator must get the mes-
sage to participants as soon as possi-
ble.
- SPDR-50B proposed that operator-
participant contracts for international

-flights include a warning statement
about possible restrictions imposed by
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foreign governments and possible de-
nials of landing rights. Several corn-
menters suggested that such a state-
mient would be unnecessary if the for-
eign governments involved have al-
ready agreed to recognize country-of-
origin charter rules or granted landing
rights for the particular charter. The
final rule includes exceptions for these
situations.
-SPDR-50B also proposed to increase

• the level of the bond required of
charter operators who use the bond-
and-escrow option for protection of
participants' funds. The current re-
quirement is $5,000 per.flight up to a
maximum of $50,000 for a series of 10
or more air-only charters. For option-
al-ground-package charters, it Is
$10,000 per flight up to a maximum of
$100.000 for a series of 10 or more.
Several charter rules that were re-
placed by the Public Charter rule,
however, required $10,000 per flight
up to a maximum of $200,000 for a
series of 20 or more. Although those
rules covered charters with mandatory
ground packages, SPDR-50B proposed
that level of bonding for all Public
Charters, regardless of whether a
ground packagg Is included. The only
objection to this proposal was made
jointly by Europa Travel Service,
Jetaway, Inc., and Trans'Globe Tours.
They stated that is was unfair to oper-
ators of air-only charters, and that the
double bond would be well in excess of
the operators' pot ntlal liability. We
disagree. Even at $10,000 per air-only
charter, the bond amount Is very small
in relation to actual charter prices. It
must supplement an escrow system
that does not always work perfectly.
Moreover, inflation since the $5,000
level was originally established has
added to the need for an increase. The
bond requirements for Public Charters
are therefore amended as proposed.

PROSPEC-rUS FILWG REQuIREmENs

Charter operators are currently re-
quired to file a prospectus that in-
cludes, among other things, a flight
schedule, Itinerary, sample solicitation
materials, and copies of the charter
contract (between the operator and
the carrier), operator-participant con-
tract, surety bond, and depository
agreement (if any). The Board's staff
has 15 days.to review these documents
for compliance with Board regula-
tions, during which the charter cannot
be advertised or sold. SPDR-50B pro-
posed to simplify this filing system by
requiring only statements that the
,necessary agreements had been en-
tered into, in place of copies of the
actual documents. A reduction of the
review period to 10 days was also pro-
posed.

ThE simplification of the filing
scheme was generally supported by
the comments as a reduction of the
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procedural impediments to marketing
charters. OTC Tours, however, wanted
the filing of adtual charter contracts
to continue, stating that this is the
only way the Board can be sure that
direct air carriers are not charging dif-
ferent operators different prices for
the same service. Rentention of the
contract filing requirement merely for
this purpose is unnecessary, however,
since the Board has ample authority
to obtain information from carriers
about their pricing practices when
there is reason to believe that those
practices are unjustly discriminatory.
Adventure Tours suggested that the
proposed scheme is not really a simpli-
fication since it requires the execution
'of new documents. In the same vein,
NACA suggested that operators be
given the option of submitting copies
of the relevant agreements, as they do
already, instead of separate state-
ments that the agreements have been
entered into. We are not adopting this
suggestion for several reasons. First,
the failure to reject a prospectus con-
taining actual contracts creates an un-
justified appearance of Board approv-
al of those contracts. Second, the
statements also contain necessary cer-
tifications that the flight schedule has
been mailed to and received by the de-
pository bank (if any) and surety com-
pany. Finally, even If the execution of
the one-page statement poses in some
cases a greater burden on the charter
operator than the production of a
copy of the underlying agreement, the
extra burden is negligible.

Several commenters objected to the
ban on advertising and sales during
the 10-day review period, with some
suggesting that advertising be permit-
ted with the caveat "subject to CAB
approval." Others urged that the
review period should be reduced fur-
ther. The ban on advertising and sales
is merely a continuation of the exist-
ing rule. It is being retained to prevent
the marketing of charters without a
guarantee that the operator has in
fact made arrangements for the neces-
sary air transportation and protection
of participants' funds. The proposed
10-day period reflects the staff time
estimated to be necessary for review.
If, after experience with simplified
prospectuses, it appears that less time
is needed, we will shrink further the
review period. Charter operators
should also note that the Board's staff
can, under delegated authority, waive
the 10-day ban when justified by an
emergency or other circumstances.

ASTA, while agreeing generally with
the 10-day ban, urged that we
make clear that this provision would not
prevent a retail travel agent from accepting
a deposit from a client for a specified or un-
specified charter tour regardless of whether
a prospectus has been filed. Frequently
retail agents receive deposits from clients
with the understanding that the travel
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agent will select a charter offering for the
client. '

There is no prohibition against travel
agents' accepting money for unspeci-
fied charters, regardless of whether a
prospectus has yet been filed for the
charter ultimately selected. Accept-
ance of money for a particular-
charter, however, would tend to indL-
cate that there had already been a vio-
latiQn of the marketing ban 'by the
charter operator, in making informa-
tion available to the travel agent
about the chartr.An agent's accept-
ance on behalf of an operator would
also be a violation. The ban is stated
broadly: "No charter operator shall
operate, sell, receive money from any
prospective participant for, or offer to
sell or otherwise advertise a
charter* " during the 10-day review
period.

Accordingly, the simplified prospec-
tus -procedures are being adopted as
proposed, except for the following
changes: (1) The requirement that
prospectuses include the tour itiner-
ary, when ground packages are of-
fered, is retained, so that charter mar-
keting can be monitored for enforce-
ment purposes. (2) The Statements will
Identify the proposed flight schedule
by a number. Without an Tid6ntifIca-
tion scheme, the, references to flight
schedules would be ambiguous. The
numbers will be assigned by charter
operators, with no duplication'among
any one operator's prospectuses. (3)
The maximum Span of a series of
charters included in a 'single prospec-
tus is extended from 180 days to I
year, in response to a suggestion by
CTC. (4) Proposed § 380.25(f) would
have continued the requirement that
operators sent statements to direct air
carriers affirming that all participants
have entered into conforming opera-
tor-participant contracts. Several com-
menters suggested that these- state-
ments be sent to the Board instead of
the direct air carrier. The signature re-
quirement- for these contracts has
made the statement unnecessary, how-
ever, so It has been dropped entirely.

EFFECTVE DATES

The operator-participant, dontract
requirements (§ 380.31 and 380.32),
the related major change brovisions
( 380.33), the operator's option plan
rules ( 380.33a), and the notification
requirements of § 380.12 will fipply to
operator-participant contracts entered
into on or after May 1, 1979, but only
with respect to charters that are
scheduled to depart on or after July 1,
1979. If a contract specifies alternative
departure dates, we Win consider the
charter as being scheduled to depart
before July 1, 1979, only if all the al-
ternatives are before that date..After
May 1, 1979, If an. operator receives
from a prospective participant, a
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signed but noncomplying contract
form, the operator shall not accept
the contract, but may respond by
sending back a complying form.

As with the contract provisions, the
requirements of § 380.30 will apply to
solicitation materials distributed or
broadcast on or after May 1, 1979, but
only for charters that are scheduled to
depart on or after Jly.1, 1979.

The prospectus filing requirements
of amended §§ 380.25, 380.28, and the
new Appendices B through D will be
submitted to the General Accounting
Office for review under the Federal
Reports Act. The effective date of
these amendments and the conform-
ing amendments of §§ 380.2, 380.18,
380.23, and 380.40, unless the Board
hereafter indicates otherwise, is May
1, 1979. This date reflects the inclu-
sion of a 45-day. period that that stat-
ute allows for sucth review (44 U.S.C.
3512(c)(2)).

Since it does not appear practicable
to key the increased surety Pond levels
to flight dates, the :amendment of
§ 380.34 will apply to all flights cov-
ered by prospectuses filed on or after,
May 1, 1979..-

The revocation of § 380.43 relieves a
restriction and' creates, no additional
burden, so it is effective immediately.
The amendment of. §380.20, 'concern-
ing conditions on exemptions, does not
itself create any additional burden be-
cause actual- conditions will only be
imposed after a separate proceeding,
in which .the need for zany lead time
can be considered. Therefore this
amendment is also effective immedi-
ately.'

THE Rutn

In light of the above, the Civil Aero-
nautics Board amends Part 380 of its
Special Regulations, Public Charter§
(14 CPR Part 380) as-follows:

L The Table of Contents, is amended
by redesigri'ating § 380.25, adding new
§§ 380.30 and -380.31, redesignating
§-380.32, and adding new §380.33,
§ 380.33a, and Appendices B through
D, to read: -

PART 380-PUBLIC CHARTERS .

See.
380.25 Prospectus filing and related re-

quirements..

380.30 Solicitation materials.
380.31 General reqitrements-for operator-

participant contracts. -' % -
380.32 Specific requirements. for-operator-

participant contracts.'

Sec.
380.33 Major changes, In Itinerary or price,refunds.
380.33a Operator's option plan.

* A * * 

Appendix A
Appendix B
Appendix CSAppendix D ,

2. Section 380.2 -is amended by re-
placing "380.25(a)(1) and (2)" with
"380.25" In the definition of "foreign
charter operator" and adding the fol-
lowing definition of "solicitation mate-
rial":

§ 380.2 Definitions.
* * $* 4 4

"Solicitation material" Includes all
advertisements in print or electronic
media, brochures, and any other mate-
rials prepared or distributed by or on
behalf of a charter operator to solicit
participation in a Public Charter,

3. In §380.12, paragraph (b) Is
amended to read:

§ 380.12 Cancellation by charter operator
and notice to participants.

* * 5 *

(b) If the charter operator cancels a
charter 10 or more days before the
scheduled date of departure, the oper-
ator must so notify each participant In
writing within 7 days after the cancel,
lation but in any event not less than
10 days before the scheduled depar
ture date of the outbound trip. If a
charter Is canceled less than-10 days
before scheduled departure (La, for
circumstances that make it physically
impossible to perform the charter
trip), the operator must get the mes.
sage to each participant as soon as
possible.

- 4 In § 380.18, paragraph (e) is
amended to read:

§ 380.18 Charters for special events.
* * * * *

(e) The 10-day waiting period speci-
fied in, § 380,25(a) of this part, shall not
apply to operations under this section
to the extent that, It would prohibit
advertising or sale of the charter after
the Board, has notified the charter op.
er'ator that advertising or sale may
begin.

5. Section 380.20 is amended In part
to read:
§ 380.20 Exemption.

Charter operators (other than for-'
eign charter operators) are relieved
from the following provisions of the
Act to the 9xtent necessary to enable
them to organize and arrange Publid
Charters. This exemption applies only,
if and so long as they comply with this
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part and any conditions that'the this section not later than when he
Board has imposed on their operations files a prospectus amendment to re-
to ensure such compliance, fleet the change. If the surety compa-

ny is unable to adjust the bond as re-
* * *quired by the change, it shall notify

the Board (Special Authorities Dlvi.
6. In § 380.23, the list of sections in sion, Bureau of Pricing and Domestic

paragraph (b) is amended to read: Aviation) of this fact within 2 business

§380.23 Charters that originate in a for- days after receiving notice of the

eign country. change from the charter operator.
8. Section 380.28 is amended to read:

(b) Notwithstanding the other provi- § 380.8 Charter prospectus.
sions of this part, a charter operator (a) The charter prospectus shall in-
who is a citizen of the United States elude an original and one copy of the
shall not be subject to the following following:
requirements with respect to Public (1) From the charter operator and
Charters that originate in a foreign the direct air carrier:. (1) the proposed
cbuntry, flight schedule, listing the origin and

destination cities, dates, type of air-
§380.25 craft, number of seats, and charter
§380.28 price for each flght; (1i) the tour Itin-
§ 380.30-380.35 erary (if any) Including hotels (name

7. Section 380.25 is amended to read: and length of stay at each), and other
ground accommodations and services:

§380.25 Prospectus filing-and related re- and (Il) a statement that they have
quirements. entered into a charter contract that

A charter operator may organize and covers the proposed flight schedule,
operate a Public Charter only in ac- that thecontract complies with all ap-
cordance -with this part, and subject to plicable Board regulations, and that a
the following conditions: copy of the sthedue has been sent to
-(a) No charter operator shall oper- the depository bank (if any) and the

ate, sell, receive money from any pros- charter operator's surety company.
pective participant for, or offer to sell The schedule shall be Identified with a
or -otherwise advertise a charter or number assigned by the charter opera-
series of charters until at least 10 days tor that does not duplicate any sched-
after filing with the Board (Special ule numbers assigned by that operator
Authorities Division, Bureau of Pric- to other proposed flight schedules.
ing and Domestic Aviation) a Public The proposed flight schedule, tour
Charter prospectus as described in Itinerary (if any), and statement shall
§ 380.28.- be In the form set out in Appendix B

(b) If within 10 days after the filing to this part.
the Board notifies the charter opera- (2) From the charter operator and
tor that it has rejected the prospectus the surety company, a statement: (i)
for noncompliance with this -part, the that they have entered into a surety
prohibitions set forth in paragraph (a) bond covering the proposed flight
of this section shall continue until the schedule that complies with § 380.34,
Board notifies him that it has accept- including the amount of the bond, the
ed the prospectus. number assigned to it by the surety,

(c) The following deviations from a and the amount of any outstanding
filed prospectus may be made only in claims against it, and 0l) that the
accordance with paragraph (d) of this surety has received a copy of the pro-
section: posed flight schedule. The statement

(1) The addition or cancellation of shall identify the proposed flight"
any flight; schedule by the schedule number as-

(2) A change in any flight date, signed by the charter operator In ac-
origin city, or destination city;, and cordance with paragraph (a)(1) of this

(3) A change in or addition of dny . section. If there are any outstanding
direct air carrier, surety company, or claims against the bond, the charter
depository bank. -operator and surety company shall

(d) The charter operator shall also state that they have executed a
amend the prospectus to reflect any rider increasing the bond by the
change described in paragrapl (c) of amount of the claims, or that the
this section. The amendment shall be surety will separately pay any claims
filed in the manner and form used for for which It may be liable without ia-
the original prospectus. It shall pairing the bond or reducing the
become effective 10 days after filing amount of Its coverage. These state-
unless the operator is notified other- ments shall be in the form set out in
'wise. Appendix C to this part.

(e) The charter operator shall notify (3) If a depository agreement is used,
the depository bank (if any) and the a statement from the charter opera-
surety company of any change de- tor, the direct air carrier, and the de-
scribed in paragraph (c)(1) or (c)(2) of pository bank: (1) that they have en-

tered into a depository agreement cov-
ering the proposed flight schedule
that complies with §.380.34, and (ii)
that the bank has received a copy of
the proposed flight schedule. The
statement shall Identify the proposed
flight schedule by the schedule
number assigned by the charter opera-
tor in accordance with paragraph
(a)(1) of this section. This statement
shall be In the form set out in Appen-
dix D to this part.

(b) Each of the statements described
In paragraph (a) of this section shall
also include the names and addresses
of the parties to It, and the originals
shall be signed by those parties.

(c) The prospectus may cover a
series of charters performed by one
charter operator if the departure of
the last charter is not more than one
year after the departure of the first-

(d) If the prospectus covers a series
of charters and the air transportation
will be performed by more than one
direct air carrier, the prospectus shall
include separate statements in accord-
ance with paragraphs (a)(1) and (a)(3)
of this section to cover the flights that
will be performed by each direct carri-
er.

9. A new § 380.30 is added, to read:

§ 380.30 Solicitation materials.
(a) All solicitation materials for a

public charter shall include the name
of the charter operator and the name
of the direct air carrier.

(b) Any solicitation material that
states a price per passenger shall also

.include one of the following:
(1) A statement referring to the op-

erator-partlclpant contract for further
information about conditions applica,
ble to the charter, or

(2) The full text of the operator-par-
ticipant contract.

(c) Except as set forth in § 380.33a
for operator's option plan contracts, if
the charter prospectus names alterna-
tive dates or cities, any solicitation ma-
terial that states a price per passenger
shall also state that the actual dates
or cities have not yet been selected, if
that s the case.

(d) Any solicitation material that
names a hotel but does not name
every hotel named in the operator-par-
ticipant contract shall Also state that
substitutions may be made.

10. A new § 380.31 is added, to read:

§380.31 General requirements for opera-
tor.participant contracts.

(a) No money shall be accepted by a
charter operator from a prospective
participant unless the participant has
agreed to the conditions of the charter
by signing an operator-participant
contract, as described in § 380.32. If a
member of a group that will travel to-
gether pays for the group, that
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member may sign the contract on
behalf of the group.

(b) The contract form may include a
space that participants may check to
authorize the charter operator to
retain their money while attempting.'
to make other arrangements for them
if there is no space available on the
flight or on specific alternative flights
they have requested.

(c) If there is no space available on
the flight or specific alternative
flights requested by the participant,'
the operator shall return all the par-
ticipant's money within 7 days after
receiving it unless the participant, in
accordance with paragraph (b) of this
section, has authorized the operator to
retain the payments while the opera-
tor attempts to make other arrange-
ments for the participant. If the oper-
ator retains the payments while at-
tempting to make other arrangements
for the participant, it shall notify the
participant of this fact within 7 days
after receiving the payments. For the

.purposes of this paragraph, receipt of
money by a travel agent on behalf of a
charter operator will not be considered
as receipt by the operator.

(d) Except, as set forth in § 380.33a
for budget plan contracts, the opera-
tor-participant contract shall not
specify alternative dates for the out-
bound or return flights, or alternative'
origin or destination cities for any
flight leg.

(e) The contract form shall -be print-
ed in 7-point or larger type. The state-
ments rbquired by paragraphs (a) Cf),
(h), (D, Cr), and (s) of § 380.32 shall be
printed so as to contrast with the rest-
of the contract, by the use of bold-
faced type, capital letters, or a. type
size that is at least 50 percent larger
than that used for the rest of the con-
tract.

(f) The contract form shall include a
space that participants may check to

* indicate that they wish to be fur-
nished details of trip cancellation,
health, and accident insurance.

(g) The contract form shall be de-
signed'so as to enable participants to
retain a copy of the general terms and
conditions after signing It. The specific,
information supplied by participants
(such as choices of dates, cities, or
other options),need not be retainable.

11. A new § 380.32 is added, to read:

§ 380.32 Specific requirements for opera.
tor-participant contracts.

Contracts between charter operators
and charter participants shall state:

(a) The name and complete mailing
address of the charter operator;

(b) The name of the direct air ca-ri-
er, the'dollar amounts of that carrier's
liability limitations for participants'
baggage as set forth in its tariffs, the
type and capacity of the aircraft to be
used for the flight,,and the conditions
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governing aircraft-equipment substitu-
tions;

() The dates of the outbound and
return flights, except that alternative
dates may be stated as set forth In
§380.33a for operator's option plan
contracts;

(a) The origin and destination cities
of each flight leg, except that alterna-
tive cities may be stated as set forth in
§ 380.33a for, operator's option plan
contracts;

(e) The amount and schedule of pay-
ments;

(f) If a depository agreement as pro-
vided in § 380.34(b) is used: That all
checks and money orders must be
made payable to the escrow account at
the depository bank (Identifying bank)
or, when the charter is sold to the par-
ticipait -by a retail travel agent,
checks and money orders may be -made
payable to the agent, who must in
turn make his check payable to the
escrow account at the depository bank;

(g) The tour itinerary" if any, includ-
ing the name and location of the
hotels, length-of stay at each, and
other ground accommodations and
services that are part of the tour;

(h) That the charter toperator may
not cancel the charter less than 10
days befofe the scheduled departure
date, except' for circumstances that
make it physically impossible to per-
form the charter trip;

(i) That if the charter is canceled 10
or more days before the scheduled de-
parture date, tht-operator will notify
the participant in writing within 7
days after the cancellation, but in any
event at least 10 days before the
scheduled departure;

Wi) That if the charter is canceled
less than 10 days before departure (i.e.
for circumstances that make it phys-
ically impossible to perform the
charter trip), the operator will get the
message to the participant as soon as
possible;

(k That if the charter is canceled, a
full refund will be 'made to the partici-
pant within 14 days after the cancella-
"tion;

(1) That the right to refunds if the
participant changes plans is limited;

(m) The right to refunds if the par-
ticipant changes plans, including that
any participant who wishes to cancel
will receive a fullrefund (less any ap-
plicable administrative fee, not to
exceed $25) upon providing . substi-
tute participant to the charter opera-
tor or its sales agent, or upon being
substituted for by a participant found
by' the charter operator;

(n) The procedure for obtaining the
refunds described in paragraph (m) of
this section, including that they will
be made. within 14 days after the can-
cellation.or substitution;
• (o) The meaning of "major change",.
as set forth in § 380.33(a);

(p) That If the charter operator
knows of a major change 10 or more
days before scheduled departure, the
operator will notify the participant of
the change within 7 days after first
knowing of it, but in any event at least
10 days before scheduled departure;

(q) That if the operator first knows
of a major change less than 10 days
before scheduled departure, the opera-
tor will get the message to the partici-
pant as soon as possible; -

(r) That within 7 days after receiv-
ing a pre-departure notification of a
major change but in no event later
than departure, the participant may
cancel, and that a full refund will be

.made to the participant within 14 dayg
after canceling;,
(s) That upon a post-departure noti.

fication of a major change, the partici-
pant may reject the substituted hotel
or the changed date, origin, or destina-
tion of a flight leg and be sent, within
14 days after the return date named In
the contract, 'a refund of the portion
of his payments 'allocable to the 'hotel
accommodations or air transportation
not provided;

t) That the participant's rights and
remedies set forth in the contract, In.
cluding the procedures for major
changes, shall be In addition to any
other rights or remedies available
under applicable law, although the op-
erator may condition a refund on the
participant's waiver of additional rem-
edies;
(u) That trip cancellation, health,

and accident Insurance Is availQble and
that the operator will furnish details
of the insurance to participants who
check the space provided for this pur-
pose on the contract form:
(v) The name and address of the

surety company issuing the surety
bond; and that unless the charter par-
ticipant files a claim with the charter
operator or, if he is unavailable, with
the surety, within 60 days after termi-
nation of the charter, the surety shall
be released from all liability under the
bond to that participant;

(w) For international flights only:
That additional restrictions may be
imposed on the flight by the foreign
governments involved, and that If
lauiding rights are denied by a foreign
government, the flight will be can-
celed with a full refund to the partici.
pant. This statement need not be In-
cluded in the contract if (1), the pro-
spectus-includes a certification by the
charter operator and the direct air
carrier that landing rights have been
obtained from all the foreign govern-
ments involved, or (2) all the foreign
'governments involved have adopted
country-of-origin rules for charter-
worthiness;

x) That the'charter operator is the
principal and Is responsible to the par-
ticipants for all services and accommo-
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-dations offered in connection with the
charter. However, the contract may
expressly provide that the charter op-
erator, unless he is negligent, is not re-
sponsible for personal injury or prop-
erty damage caused by any direct air
carrier, hotel, or other supplier of
services in connection with the
charter.

12. A new § 380.33 is added, to read:

§380.33 Major changes itt itinerary or
price; refunds.

(a) For the purposes of this section,
"major change" means any of- the fol-
lowing:

(1) A change in the departure or
return date shown in the dperator-par-
ticipant contract (or, if the contract
states alternative dates, the date desig-
nated to the participant by the
charter operator in accordance with
§ 380.33a(b)), unless the change results
from a flight delay. In any event, how-
ever, a date change that the operator
knows of more than 2 days before the
scheduled flight date, and any delay of
more than 48 hours, will be considered
a major change.

(2) A change in the origin or destina-
tion city shown in the operator-partici-
pant contract for any flight leg (or, if
the contract states alternative cities,
the city designated to the participant
by the operator in accordance with
§ 380.33a(b)), unless the change affects
only the order in which cities named
in a tour package are visited.

(3) A substitution of any hotel that
i not named in the operator-partici-
pant contract; and

(4) A price increase to the partici-
pant that occurs 10 or more days
before departure and results in an ag-
gregate price increase.of more than 10
percent.

(b) The charter operator shall not
increase the price to any participant
less than 10 days before departure.

(c) The charter operator shall notify
all participants of majpr changes, as
required by the operator-participant
contracts. The operator shall at the
same time notify the participants of
their rights to refunds and, if applica-
ble, that acceptance of a refund consti-
tutes a waiver of their legal rights.

(d) Except as otherwise specified, no-
tifications and refunds required by
this part are considered made at the
time they are mailed or sent by an
equivalent method.

(e) The charter operator shall make
all refunds described in the operator-
participant contract within the time
limits set forth in paragraphs (k), (n),
(r), and(s) of § 380.32, as applicable.

13. A new § 380.33a is added, to read:

§ 380.33a Operator's option plan.
(a) For the purposes of this part, an

operator's option plan, contract is an

RULES AND REGULATIONS

operator-participant contract that
states alternative dates for the out-
bound or return flights, or alternative
origin or destination cities for any
flight leg.

(b) Operator's option plan contracts
shall state. In addition to the Informa-
tion required by § 380.32, that the se-
lection of the actual dates or cities, as
applicable, is at the charter operator's
option and will not entitle the particl-
pant to a refund, and that the opera-
tor will notify the participant of the
actual dates or cities at least 10 days
before the earliest of any alternative
dates for the outbound flight.

(c) Contract forms for all operator's
option plan contracts shall be labeled
"OPERATOR'S OPTION PLAN" In
bold-faced capital ietters at least
inch high. The statement required by
paragraph (b) of this section and the
statement of alternative dates
(§ 380.32(c)) or alternative cities
(§ 380.32(d)), as applicable, shall be
printed so as to contrast with the rest
df the contract, as set forth in
§ 380.31(e).

(d) Any solicitation material that
states a price per passenger for an op-
erator's option plan contract shall
clearly and conspicuously (1) Identify
that price as being for the operator's
option plan, (2) name all the possible
dates or cities, as applicable, and (3)
state that the selection of the actual
dates or cities is at the charter opera-'
tor's option.

(e) Charter operators and their
agents shall not misrepresent to pros-
pective participants, orally, In solicita-
tion materials, or otherwise, the prob-
ability that any particular city or date
will be selected from among the alter-
natives named in an operator's option
plan contract.

(f) The charter operator shall notify
all participants with operator's option
plan contracts of the actual dates or
cities, as applicable, as required by the
contracts.

14. In § 380.34, paragraph (b)(1) is
amended to read:

§ 380.34 Surety bond and depository
agreement.

(b)
(1) The charter operator shall fur-

nish a surety bond in an amount of at
least $10,000 times the number of
flights, except that the amount need
not be more than $200.000. The liabili-
ty of the surety to any charter partici-
pant shall-not exceed the amount paid
by the participant to the charter oper-
ator for that charter.

15. Section 380.40 Is amended to
read:
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§380.40 Charter not to be performed
unless compliance with part.

(a) For all Public Charters other
than foreign-originating charters orga-
nized by foreign charter operators: A
direct air carrier shall not perform air
transportation In connection with
such a charter unless It has made a
reasonable effort to verify that all pro-
visions of this part have been complied
with and that the charter operator's
authority under this part has not been
suspended by the Board.

(b) For foreign-originating Public.
Charters organized by foreign charter
operators: A direct air carrier shall not
perform air transportation in connec-
tion with such a charter unless (I) the
charter Is conducted in accordance
with Subpart B and § 380.42, and (ii)
the charter operator conforms to all
requirements of this part that are ap-
plicable to charter operators within
the Board's jurisdiction, other than
f§ 380.25. 380.28. 380.30-36, and 380.50.

§ 380A3 [Reserved]
16. Section 380.43. Record retention,

is revoked and reserved.
17. Appendices B through D are -

added, to read as set forth below.

Arm,= B, C. Ai D--CAB Foaxs 380-B,
380-C A 380-D

Nor=: Appendices B through D which are
CAB Forms 380-B. 380-C, and 380-D respec-
tively, are notshown in the Code of Federal
Regulations. Copies of these forms may be
obtained from the Distribution Section,
Publications Services Divios, Civil Aero-
nautics Board. Washington, D.C. 20428.
(Secs. 101(3). 204,401, 402. 404,407,411,416,
and 1102 of the Federal Aviation Act of
1958, as amended, '72 Stat. 737,743,754,757,
760. 766. 769. 771, 791; 49 U.S.C. 1301, 1324,
1371. 1372, 1374. 1377, 1381. 1386, and 1502.)

By the Civil Aeronautics Board:

PHYLLas T. KAYLOB.
Secretary.

ArmixB

STATE1EIT OF CAR E OPERATOR AND DIRC
AIR CARRIER FIGHT SCHEDULZ NMBE

1. Name and address of charter operator:
2. Name and address of direct air carrier:
3. Proposed date and routing of each

night:
4. Type of aircraft and number of seats:
5. Charter price for each flight:
0. Tour Itinerary (If any) Including hotels

(name and length of stay at each), and
other ground accommodations and services:

We. (charter operator) and
__ _ (direct air carrier), certify, that
we have entered into a charter contract on

(date) that covers the flight
schedule described above. The contract com-
plies with all applicable Civil Aeronautics
Board regulations. A copy of the flight
schedule has been sent to
(charter operator's surety) rand to

(depository bank)].'

'Omit the bracketed portion If no deposi-
tory bank Is used.
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CHARTER OPERATOR

°...°..................°.................°°°°..°.°..°°......°....°°..

(Signature and date)

......°°°°.....°°..°....°.............°........°........°°°..°°..

(Title)

DIRECT AIR CARRIER

By.

°.............°...................................... .. . ........

(Signature and date)

.. ....°...°.°.. (T...... ° te..... te............. ... °..... °.............(Title)

APPENDIX C

STATEMENT OF CHARTER OPERATOR AND SURETY
COMPANY -

We. (charter operator) and
(surety company), certify, that

we have entered into a surety bond, No.
, in the amount of $

on (date). This bond covers pro-
posed flight schedule number , a
copy of which has been received by

(surety company). This bond
complies with § 380.34 of the Civil Aeronau-
tics Board's Special Regulations (14 CFR
§ 380.34).
(Check one)
OThere are no outstanding claims against

this bond.

O3There are outstanding claims against this
bond in the amount of $ -. We
have executed a rider to the bond on

(date) increasing the bond
-by this amount.2

CHARTER OPERATOR

By:

. ...... °°....°...... °*....°....... °. Z W...°.........°..........
(Signature and date)

. .......°........°....... .......... ...... ............. . ...........

(Title)

o°,°...°.°°°°°°...¢,°o..°°..°°°...,°°,......°......°.,°...°..,..*...°.

(Address)

SURETY COMPANY

By.

.............*... .......................... ....... ......*.......°... ...... ..

(Signature and date)

................°........................... .o....... . . ....(Title)

(Address)

APPENDIX D

STATEMENT OF CHARTER OPERATOR, DIRECT AIR
CARRIER AND DEPOSITORY BANK

'We, (charter operator) and
(direct air carrier), and

(depository bank) certify, that

2In place of this sentence, the following
statement may be used:" (surety
company) will separately pay any claims for
which it may, be liable without impairing
the bond or reducing the amount of its cov-
erage."

we have entered into a depository, agree-
ment on (date). This deposi-
tory agreement covers proposed flight
schedule number , a copy of
which has been received by (de-
pository bank). The depository agreement
complies with § 380.34 of the Civil Aeronau-
tics Board's Special Regulations (14 CPR
§ 380.34).

CHARTER OPERATOR

° ............. ..°.°°..o°.. ...... .°° ......°.° °°° .°° .. °°.°°°...°°.. °°°°°°°...

(Signature and date)

.*..............°°................. ....... ............................

(Title)

....... ... °................... ....... °... °.. °°... °... °... ° ........ ..

(Address)

DIRECT AIR-CARRIER

By:

(Signature and date)

.. °....*....°...................... ....... . ... ...°. °. °°°°°°°°°°°°°.
(Title)

...°...°........... .... ..... ...... °. ...........°......°...........(Address)

DEPOSITORY BANK

By:

(Signature and date)

(Title)
...........°....°........................................................°

(Address)

iFR Doc. 79-7115 Piled 3-8-79; 8:45.am]

[3510- 3-M]
Title 15-Commerce and Foreign

Trade

SUBTITLE A-OFFICE OF THE
SECRETARY OF COMMERCE

PART 7a-NATONAL VOLUNTARY
LABORATORY ACCREDITATION
PROGRAM: GENERAL

PART 7b-NATIONAL VOLUNTARY
LABORATORY ACCREDITATION
PROGRAM: FEDERAL GOVERN-
MENT

Optional Procedures; Final Rule

AGENCY: Assistant Secretary of Com-
merce for Science and Technology.

ACTION: Final rule; announcing op-
tional procedures for use by Federal
agencies in utilizing the National Vol-
untary Laboratory Accreditation Pro-
gram.

SUMMARY: Procedures for accredit-
ing laboratories under the National
Voluntary Laboratory Accreditation
Program (NVLAP) were established on
February 25, 1976 (15 CFR Part 7; 41
FR 8163-8168). On October 25, 1078
(43 FR 49812-49818), the Department
of Commerce (hereafter referred to as
Department) proposed to redesignate
the existing NVLAP procedures as 16
C FR Part 7a and to add optional pro-
cedures 15 CFR Part 7b which would
allow Federal agencies to use the pro-
gram without relinquishing their au- -

thority to decide if accreditation pro-
grams are needed. The optional proce-
dures would also allow the agencies to
suggest criteria for evaluating labora-
tories. The primary purpose of these
optional procedpres is to make NVLAP
available for use by Federal agencies
with specific regulatory and public
service responsibilities, thereby In-
creasing the potential utilization of
the program and the benefits which
can be obtained from such a single,
unified laboratory accreditation pro-
gram. These optional procedures are
also designed to reduce the time neces-
sary to begin operating specific ac-
creditation programs.

Twenty-four comments have been
received on the proposed optional pro-
cedures. The issues raised in these
comments and the conclusions reached
by the Department are described
under the heading "Evaluation of
Comments" in the Supplementary In-
formation section of this notice. ThO
optional procedures promulgated bY
this notice are similar to the proposal
published in the FEDERA REOisTn
notice of October 25, 1978, except
that: 1. Provision has been made to
publish in the FEDEAL REGISTER re-
quests received from these other agen-
cies along with the names and address-
es of the responsible officials in those
agencies; 2. The comment period for
responding to the proposed criteria for
use in these Federal agency programs
has also been extended from 60 to 90
days to facilitate the preparation and
submission of public comment: 3. The
proposed provision which would allow
a Federal agency to request a Govern-
mental Laboratory Accreditation Crl-
teria Committee has been eliminated.
A description of the comments re-
ceived and the reasons for these
changes are included under the Sup-
plementary Informatioi section of
this notice.

EFFECTIVE DATES: These proce-
dures become effective as of March 9,
1979.
FOR FURTHER INFORMATION
CONTACT:

Dr. Howard I. Forman, Deputy As-
sistant Secretary for Product Stand4.
ards, Room 3876, U.S. Department,
of Commerce, Washington, D.C.
20230, 202-377-3221.
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SUPPLEMENTARY INFORMATION:
On October 25, 1978, the Department
of Commerce proposed to establish op-
tional procedures for use by Federal
agencies in accrediting laboratories
under NVLAP. The optional Federal
agency programs which may be cov-
ered by these procedures are:

1. Regulatory programs, usually re-
lated to public health and safety,
where mandatory standards and test
methods are established by rule based
on specific authorities and responsibil-
ities assigned to a Federal agency by
statute; and

2. Public service programs where
standards and test methods are of a
voluntary nature and for which a Fed-
eral agency has been given specific
statutory authority and responsibility.

These optional procedures for Feder-
al agency program needs will be desig-
nated as Part 7b of Title 15 CFR. The
existing NVLAP procedures formerly
designated as 15 CFR Part 7, will now
be designated Part 7a-National Vol-
untary Laboratory Accreditation Pro-
gram: General.

The optional Part 7b procedures
eliminate the requirement for the Sec-
retary of Commerce (hereinafter re-
ferred to as the Secretary) to make a
finding of need described in §§ 7a.4 and
7a.5 of the original NVLAP proce-
dures. Under these optional proce-
dures, the head of the Federal agency
involved, rather than the Secretary of
Commerce, determines whether a need
exists to accredit testing laboratories
that serve a specfic product of interest
to that agency. This is appropriate,
and in the case of certain regulatory
programs necessary, since such a find-
ing of need is the statutory responsi-
bility of the Federal agency with the
regulatory or service program authori-
ty over such product in a specific ap-
plication.

These optional Part-7b procedures
also make possible the elimination of
the requirement in the original proce-
dures that the Secretary of Commerce
establish a criteria committee to devel-
op and recommend general and specif-
ic criteria for accrediting testing labo-
ratories. The head of the concerned
Federal agency hiay elect to submit
recommended general and specific cri-
teria directly to the Secretary for con-
sideration, or may choose to use the
relevant provisions of NVILAP (section
7a.6) by requesting the Secretary to

- establish a National Laboratory Ac-
creditation Criteria Committee
(NLACC) to develop and recommend
such criteria. All criteria recommend-
ed are expected to be compatible with
criteria established in existing NVLAP
Part.7a programs or are to include a
detailed explanation of the reasons for
deviating from those criteria.

RULES AND REGULATIONS

As in the original NVLAP proce-
dures, the Secretary will be responsi-
ble for the proposed general and spe-
cific criteria published In the FmERAL
REGISTER for publlc comment. Com-
ments received in response to such
PEDsAL REGsam notice will be ana-
lyzed by the Secretary of Commerce In
cooperation with designated repre-
sentatives of the requesting Federal
agency. The final criteria will be pub-
lished by the Secretary. Accreditations
issued under these procedures will be
made by the Secretary, based upon
the evaluation of applicant laborato-
ries by the National Bureau of Stand-
ards.

EVALUATION OF COsnsEr-ZS

Twenty-four comments were re-
ceived in response to the proposed op-
tional procedures. The comments have
been carefully considered and evaluat-
ed, and a report has been prepared en-
titled, "Summary and Analysis Report
of Public Comments Received In Re-
sponse to Proposed Optional Labora-
tory Accreditation Procedures De-
signed for Federal Agency Needs."
This report and a copy of the com-
ments are part of the public record
and are available for inspection and
copying in the Department's Central
Reference and Records Inspection Fa-
cility, Room 5317. Main Commerce
Building, 14th Street between Consti-
tution Avenue and E Street, NW..
Washington, D.C. 20230.

Eighteen of the respondents were
from Federal agencies, six were from
private organizations. An evaluation of
the key issued raised by these respond-
ents is contained In the following para-
graphs.

1. Do the proposed Part 7b proce-
dures fill a need? Nine of the respond-
ents seemed to concur In the need for
these NVLAP Part 7b procedures.
Eight of these responses were from
government agencies. In this regard
the comments of the Federal Trade
Commission (FTC) seem most appro-
priate, and the Department agrees
with the FTC that the benefits of
NVLAP can be realized only if it Is Im-
plemented in numerous product areas.
These optional Part 7b procedures
were designed to recognize the specific
authority and responsibility of other
Federal agencies while-attempting to
maintain consistency in numerous
product areas under the overall um-
brella of NVLAP.

A trade association recognized that
NVLAP Part 7b procedures might be
"extremely helpful," particularly to
provide manufacturers with an alter-
native to an industry associaton pro-
gram. However, It opposed a manda-
tory NVLAP approach.

Two Federal agencies discouraged
development of NVLAP Part 7b In
product areas of their nterest,.prlmar-
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ly because these agencies already
have accreditation programs underway
and indicated that a new program
would not be effective and may cause
confusion. Another Federal agency, in
Its comments, suggested that these
NVLAP procedures would not be ap-
liropriate for the same reason unless
the procedures were modified consid-
erably to give the requesting Federal
agency much more authority in the
accreditation procedures.

The Department is attempting to
provide a service for the public and for
other Federal agencies which will
assure the availability of accredited
laboratories in product areas where .
such accreditation is needed. NVLAP
is a voluntary program and is not in-
tended to compete directly with other
ongoing programs. If a Federal agency
has no need for a NVLAP program,
then none will be requested under
these optional procedures and none
will be developed. However, if a Feder-
al agency does wish to use NVLAP, the
Department will develop a program
only on the basis that the Department
retain its authority to promulgate the
criteria, conduct the inspection and
evaluation of applicant laboratories,
and grant the accreditation. Other-
wise, the benefits of the program, so
succinctly stated in the FTC response,
will not be met and NVLAP would end
up as a loose umbrella of federated ac-
creditation systems with (perhaps)
similar characteristics. Nothing, how-
ever, ptecludes other Federal agencies
from adapting NVLAP-like procedures. -
to their own needs.

A major nonprofit testing and certi-
fication organization suggested that
the existing procedures (Part 7a) be
revised to provide for a higher degree
of Involvement and control by the
Federal agency involved. Such was the
intent of optional Part 7b, and its lan-
guage is compatible with the existing
Part 7a procedures to the extent possi-
ble.

In summary, ten respondents
seemed to favor the development of
Part Tb and four opposed such devel-
opment or placed such severe condi-
tions on the procedures as effectively
to preclude development of the pro-
gram as envisaged under the NVLAP
concept.

On balance, having carefully consid-
ered and weighed the various views
pro and con, the Department believes
that the optional Part Tb procedures
should be published in final form.

2. Should the Department of Com-
merce be required to find that there is
a need to establis& a laboratory ac-
creditation program (LAP) for a prod-
uct whose characteristics are regulated
or otherise controlled by another
Federal agency? Two respondents rep-
resenting private Interests objected to
provisions of, the Part Tb procedures
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which would eliminate the require-
ment for a formal finding of need pro-
cedure contained in the original
NVLAP procedures (Part 7Ta). Elimina-
tion of that finding of need require-
ment was proposed because the De-

"partment did not believe that another
Federal agency, having statutory au-
thority and responsibility in relation
to specific products, would be able to
or wish to permit the Department of
Commerce to find that a need for an
accreditation program did or did not
exist, no matter what procedures were
employed to nake such a-finding. If
this premise is correct, then many
Federal agencies which may need to
avail themselves of NVLAP programs
might pass up opportunities to do so,
and the Department believes that this
would seriously limit the benefit to
the public which the NVLAP pro-
grams can provide. Most Federal, agen-
cies which responded appear to find
the optional procedures more accept-
able than the procedures of Part 7a,
although two agencies indicated that
the requesting Federal agency did not
have enough authority over the ac-
creditation procedures under the new
Part 7b.

The respondents also presumed that
a Federal agency would ask the De-
partment to establish a laboratory ac-
creditation program (LAP) without
using that agency's own procedures to
determine if a need existed. For this
reason the Department has added to
the optional procedures a requirement
(section 'ib.4(b)(5)) that the requesting
Federal agency provide, with its re-
quest for an accreditation program, a
description of the procedures followed
(if any) in making the determination
of need, and a statement (section

Ab.4(c)) that the request for a NVLAP
program under these optional proce-
dures will be published by the Depart-
ment in the FEDERAL REGISTER, along
with the name, address and telephone
number of the Federal agency official
making the request, so, that public in-
quir'y as to the need for such a pro-
gram could be addressed directly to
the agency requesting the program.

The change in the procedures with
respect to the finding of need in cer-
tain specific cases where other Federal
agencies have been assigned authority'
and responsibility would also reduce
the time required to implement the
program. Although this was not the
primary purpose in eliminating the
finding of need provision of the-origi-
nal procedures, it is clearly desirable if
requestors view the original proce-,
dures as too time-consuming to imple-
ment.

3. Should a National Laboratory Ac-
creditation Criteria, Committee be re-
quired for all progrdms -implemented
under NVLAP procedures? Three re-
spondents representing private inter-
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ests objected to the possibility of
eliminating the establishment of a Na-
tional Laboratory Accreditation Crite-
ria Committee and the involvement of
the private sector in establishing ac-
creditation criteria. In this regard, the
actual role- of the Criteria Committee
may not be clear. General and specific
criteria to be used in the program are
developed and recommended to the
Secretary by this Committee. Howev-
er, the use of these criteria in evaluat-
ing a laboratory's capability to per-
form any one test method is part of
the NVLAP operating process and will
vary depending upon the test -method.
For instance, precision and accuracy
values to be achieved in using a test
method are not part of the criteria. In-
dustry knowledge, experience and
other expertise in the design or appli-
cation of. products is absolutely essen-
tial in using the criteria to evaluate
the laboratory's capability to perform
a test method in any given situation.
It is true that in the past the Criteria
Committee has served as an informal
source of information relative to preci-
sionand accuracy data and other ap-
plication factors. However, this Com-
mittee was not the only source since
considerable expertise resided in the
National Bureau of Standards, in com-
mittees which developed the test
methods, and in many elements of in-
dustry which volunteered pertinent in-
formatiori and study results. The De-
partment does not believe that allow-,
ing a Federal agency to recommend
criteria without the use of a Criteria
Committee- will seriously affect the
quality or quantity.of data so neces-
sary if these accreditation programs
are appropriately implemented.

Two of the respondents object to
provisions in the proposal which
would provide for the establishment of
a Governmental Laboratory Accredita-
tion Criteria Committee (GLACC).
The Department agrees that such pro-
vision is not necessary to fulfill the
intent of these. optional procedures. If
the Federal agency does not recom-
mend criteria, then a National Labora-
tory Accreditation Criteria Committee,
will be formed to recommend such cri-
teria. All provisions relative to the es-
tablishment of a GLACC in 7b.6(a)(1)
have been deleted in these final proce-
dures.

With regard to the nature of the cri-
teria, it is anticipated that they will be
very similar from one product to the
next. The. general'- criteria, requiring
general information about a labora-
tory and the information supplied by
tlie laboratory, will remain essentially
identical from one LAP to the next.
-The specific criteria, requiring de-
.tailed. information about -a laborato-
ry's ,capiability to, perform specific -
tests, will also be essentially identical
for all test methods from one LAP to

the next. However, the information
supplied by the laboratory will be dif-
ferent for each test method for which
accreditation Is sought, since each test
method specifies particular facilities,
equipment, and procedures. It is the
Department's intent to strive for such
similarity in the criteria so that test-
ing laboratories being accredited
under a number of different NVLAP
product categories will not have to
supply similar data in different for-
mats, but rather only additional data
as needed to evaluate new test meth-
ods being added to their accreditation
status. It Is for this reason, and be-
cause the Department is concerned
that any criteria used be sufficient
and implementable, that the proce-
dures call for the Secretary to publish
the proposed criteria. Recommenda-
tions,'whether from a criteria commit-
tee or from a Federal agency, will be
accepted insofar as they are compati-
ble with existing procedures, are Im-
plementable, and are ,reasonably suffi-
cient. Sound analysis and persuasive
logic will be needed before a major
change in the criteria from those al-
ready published in one product catego-
ry are accepted for publication as the
proposed criteria for a new product
area. Such changes are conceivable be-
cause of the differences in the Indus-
try structure 'in different product
areas, but are likely to be few In
number. For these reasons, the alter-
natives given in the optional Part 'b
procedures are believed to be appropri-
ate.

In addition, the Department agrees.
that, because the public will have few
opportunities to become Involved in a
LAP as it develops, more time should
be given to review and comment on
the proposed criteria after they are
published in the FEDERAL REGISTER.
Section 7b.8(a) has been revised to
allow 90 days for submittal of com-
ments.

4. A number of respondents individ.
ually questioned a variety of aspects
about the program. One respondent
questioned whether or not a labora-
tory had to perform all the test meth-
ods in the program In order to be ac-
credited. The proposed optional Part
7b procedures do not explicitly address
this question. However, there is a pre-
cedent which may be relied upon in
dealing with this Issue, In the program
as currently being implemented for ac-
crediting laboratories which test ther-
mal insulation materials under Part 7a
procedures, laboratories may apply for
accreditation under only one or for
any number of the tests covered in the
program. A laboratory need not estab-
lish its competence to perform all the
tests in a LAP in order to be accredit-
ed. This is expected to be true using
Part 7b procedures. %
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; Another respondent suggesting that
the period of accreditation should be
not less than three years, asked for
clarification on how the accreditation
of laboratories will be-announced, and
suggested that existing accreditation

- programs should be a basis for accredi-
.-tation where they exist. It is contem-
-plated that the periods of certain as-
--pects of evaluation of the laboratories
will vary depending on the product
but that a formal statement of ac-
creditation will be issued every year.
For products where the state-of-the-
art is relatively -stable, e.g., concrete,
longer periods of time between certain
aspects of evaluation, such as on-site
examinations, perhaps up to three
years, may be appropriate. For prod-
ucts undergoing significant change,
e.g., thermal insulation, shorter peri-
ods of time may be appropriate. The
choice of the period for each aspect of
evaluation is a program operations de-
cision, not part of the criteria. The an-
nouncement of a laboratory's accredi-
-tation status is described in section
'7b.17(c); a monthly FEDERA REGISTER
announcement of actions taken will be
published. Because of the need to have
compatible criteria for the different
product areas served by NVLAP, it is
not likely that NVIAP will recognize
other existing accreditation programs
for accreditation under NVLAP. How-
ever, it is also not likely that NVLAP
will be implemented in product areas
where such accreditation programs al-
ready exist unless a need for such can
be demonstrated.

One Federal agency responded that
in-house laboratory capabilities must
be maintained because of legal con-
straints and because a regulatory cir-
cumstance where an outside labora-
tory could be used for product testing
purposes could not be envisioned. The
decision whether or not to make use of
the provisions of NVLAP in regulated
product areas is clearly the responsi-
bility of the Federal regulatory
agency. Since Part- 7b is entirely op-
tional for use at the discretion of re-
questing Federal agencies, the prerog-
atives of such agencies will not be af-
fected.

Another, Federal agency suggested
,that the Department should plan to
request its own agency fundink for all
product areas covered by NVLAF since
the final benefits of NYLAP would be
a national laboratory family leading to
a more dependable national system
and better international recognition of
accredited United States' laboratories.
But NVLAP was designed as a service
program for industry and ultimately
consumers in areas where there ap-
peared to be significant needs. The
prograni is intended to be financially
self-sustaining after an initial period
-of development. Funding by the De-
partment, even for that initial period
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of development, is limited. Only prod-
uct areas with the highest priority can
be included under current funding
levels. The provision allowing other
agencies to provide funding gives a re-
questing Federal agency an oportunity
to have a program initiated in a prod-
uct area of great interest to it but
which may not be of as great a prior-
ity to the Department as are other
product areas awaiting action in the
program.

Another respondent suggested that.
in eliminating the provisions for find-
ing a need and assembling a Criteria
Committee to recommend accredita-
tion criteria, and in offering the pro-
gram to Federal regulatory agencies
thereby establishing accreditation pro-
grams by rule, It would be euphemistic
to refer to such programs as volun-
tary. Many alternatives were consid-
ered before It was decided to use Na-
tional Voluntary Laboratory Accredi-
tation Program (NVLAP) in the title
of these optional procedures. It is true
that the nature of voluntary participa-
tion may change if the program is
used by Federal agencies, particularly
regulatory agencies. However, since ac-
creditation would be granted under
procedures compatible with existing
NVLAP procedures, the Department
decided that in this case NVLAP really
identified the method for accredita-
tion, and use of another acronym or
name may cause confusion by denying
that close relationship. Moreover, even
though Federal agencies may, on their
own authority, decide to establish an
accreditation program under which
products subject to their regulatory
control must be tested by accredited
laboratories, the laboratories can elect
to participate or not as they see fit. An
election not to participate, although
reducing the opportunity to serve cer-
tain market areas, is nevertheless a
voluntary act.

An expanded definition of the word
"product" and a request to Include test
development activities where no man.
datory test method existed were sug-
gested by another respondept. The
definition proposed appeared to limit
severely the definition of product, not
expand It. Defining test methods is
really the work of a standards making
body and is an activity which the De-
partment will not enter into through
this program. The purpose of NVLAP
is to evaluate the capability of appli-
cant testing laboratories to use exist-
ing testing methods, not to develop
them.

A Federal agency suggested that all
Federal construction agencies should
participate in establishing uniform ac-
creditation. procedures for laboratories
testing construction materials and
that the procedures should delineate
the areas in which a laboratory has
demonstrated testing competence. The
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proposed optional procedures do not
provide for separate laboratory ac-
creditation procedures for each agency
but they do allow an agency to request
a program expressly for its needs. Be-
cause of the Department's control of
the criteria, uniform accreditation pro-
cedures are expected. The test meth-
ods for which a laboratory has demon-
strated competence will be delineated,
and that information will be an-
nounced in the FEDERAL REGisrra in
the month the decision is made and
will be contained in quarterly reports
available to all interested parties.

In addition to the above areas of in-
terest and concern, six respondents
simply acknowledged the procedures
and expressed no objection to them.

Regulatory Analysis. President
Carter's Executive Order 12044, "Im-
proving Government Regulations,"
directs that a regulatory analysis be
prepared for each significant regula-
tion determined to have potential
major economic consequences for the
general economy, for individual indus-
tries, geographic regions, levels of gov-
ernment, or specific elements of the
population. While these proposed reg-
ulations are not subject to the Execu-
tive Order, we have determined that
they would not, in and of themselves,
have such major economic conse-
quences. It is only in the implementa-
tion of these regulations by the devel-
opment of a laboratory accreditation
program for a given product that eco-
nomic consequences could be deter-
mined. In the Part 7a procedures, such
determination may be included as part
of the final finding of need made by
the Secretary as published in the FED-
ERAL REGisxL However, for these
Part Tb procedures, any determination
of potential major economic conse-
quences would be the responsibility of
the requesting agency.

Promulgation 0f15 CFR Part 7b Pro-
cedures. The Department is satisfied
that, based on public comments re-
ceived in response to the proposed 15
CFR Part 7b procedures, these proce-
dures should be adopted to facilitate
the use of a consistent approach to
laboratory accreditation in a variety of
product areas of interest to other Fed-
eral agencies.

Issued: February 28, 1979.
• JoRDAN J. BARucH,

Assistant Secretary for
Science and Technology.

15 CFR Part 7a-National Voluntary
Laboratory Accreditation Program:
General. Part 7 CFR Title 15 entitled
"Procedures for a National Voluntary
Laboratory Accreditation Program" as
published in the FEDERmL REGISER,
Volume 41, Number 38, Wednesday,
February 25, 1976 (pages 8163-8168) is
hereby redesignated Title 15 CFR Part
7a-National Voluntary Laboratory
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Accreditation 'Program: General Each needs of Federal agencies by accredit-
section thereunder-shall be dehoni- ing testing laboratories. Achievement
nated. as 7a followed by the appropri- of this goal would be attained by pro-
ate section number. viding a uniformly acceptable base of

15 CFA Part 7b National Voluntary clearly defined criteria for profession-
Laboratory Accreditation Program." al and technical competence in testing
Federal Government. Part 7b is added laboratories and by establishing a
to Title 15 CFR to read as follows: background of experiende necessary to

Sc the orderly evolution of a uniform lab-
7b.1 Purpose oratory accreditation system designed
7b.2 Description and ga'of program. to serve national, -needs'_ as they

7b.3 Definitions. develop.
7b.4 Request to establish a laboratory ac-

creditation program (LAP). § 7b.3 Definitions.
7b.5 Establishment of criteria with which (a) The term "Secretary" means the

to accredit laboratories. -
7b.6 Establishment and functions of'a Na- Secretary of Commerce or the Secre-

tional Laboratory Accreditation riteria 1nry's designee.
Committee. r da(b) The term "Product" includes the

7b.7 Development and recommendation of plural thereof and means a type or a
criteria for accrediting testing laborato-, category of manufactured goods, con-
rie3. structions, installations, and natural

7b.8 Publication of-proposed criteria. and processed materials or those asso-
7b.9 Coordination with Federal agencies.
7b.10 Establishment of fees and charges, clated services whose characterization,
7b.11 Participation of testing laboratories, classification, or functional perform-
7b.12 Reference to accredited stats.- ance determination is specified by
7b.13 Revocation or trmination of accredi- standards.

tation of a testing laboratory. (c) The term "Criteria Committee"
7b.14 Cessation-of a ccreditations, means a National -luboratory Accredi-
7b.15 Refund of fees and charges. tation Criteria Committee appointed
7b.16 Amendment or revision of criteria.
7b.17 User information and reports. by the Secretary under these proce-
7b.18 Support function. dures (i.e., Parts 7a or Tb)..

(d) The term "person" means associ-Au-raoirrx': Sec. -2. 31 Stat 1449, ati ,cmais croaineu
amended; sec. 1, 64 Stat. 371 (15 U.S.C. 272); ations, companies, corporations, edu-
Reorganization Plan No. 3 of 1946, ar t VL cational institutions, firms, govern-

ment agencies at the Federal, State,
§ 7b.1 Purpose. and local level, partnerships, and soci-

The purpose of this partis to estab- eties, as well as divisions thereof, and
lish procedures for the operation of a individuals. .
National Voluntary Laboratory Ac- (e) The -term "testing laboratory"
creditation Program (NVLA)" serving means any "'person" as defined above
Federal agencies which have specific whose functions include testing, ana-
regulatory or public service programs. lyzing or inspecting "products," as de-

" fined above, and/or evaluating the de-
§ 7b.2 Description and goal of program. signs or specifications of such "prod-

(a) This program 'extends the provi- ucts" according to the requirements of
sions of the National Voluntary Labo- applicable standards.
ratory " Accreditation Program (f) The. term "general criteria"
(NVLAF) (Title 15 CFR Part 7a) to ex- means-those characteristics of a test-
amine the professional and-technical- ing laboratory commonly found in,
competence of testing laboratories and generally expected of, such a labo-
that serve government regulatory and ratory serving the product under con-
public interest needs. Testing labora- sideratlon. See in 'this connection
tories that meet the qualifications es- § 7b.7(a).
tablished pursuant to the procedures (g) The term - "specific criteria"
set out below will be accredited by -the means, those detailed, requirements
Department of Commerce. This pro- deemed essential to assuring an ac-
gram will also require accredited labo- ceptable examination and evaluation
ratories to maintalii their qualification .of the testing function performed by a
status through p'eriodic checks and ex- testing laboratory in performing spe-
aminations, In- conjunction with the clie tests related to identified stand-
NVLAP Part 7a program, this program ards for the product under considera-
will seek, through coordination and tion. See in this connection § 7b.1(a).
consultation, to maximize benefits de-
rived from other testing laboratory ex- § 7b.4 Request to establish a laboratory
amination and accreditation activities, accreditation program (LAP).
In this way, it is intended that the (a) Any Federal agency responsible
program will avoid duplication of for regulatory or public' service pro-
other testind laboratory, examination grams established pursuant to statute
or accreditation programs conductbd which has determined there is a need
by the public and private sectors. to accredit testing laboratores within

(b) The intended goal of this pro- the context of its programs may re-
gram is to serve, on a timely bas, -the quest the Secretary to establish a Lab-

oratory Accreditation Program (LAP)
based on these Part 7b procedures.

(b) Such arequest shall be In writing
and will include the following:

(1) Identification of the product;
(2) Text of applicable rules or prod.

uct standards;
(3) Text oftest methods, if not InJ

cluded in the applicable rule or stand"
ard identified In paragraph (b)(2) ofi
this section;

(4) A statement of the need Identi-
fied under paragraph (a) of this SeC-
tion for accrediting testing laborhto-
ries that serve the product identified
in paragraph (b)(1) of this section, a
description of the procedures followed
(if any) in making the determination,
and a citation of the specific authority
relied upon n making the determina-
tion of need;

(5) Recommended general and spe-
cific criteria compatible with similar
criteria established under either
NVLAF Part 7a'procedures or these
Part 7b procedures to be used in ac
creditation of test laboratories, or a re-
quest for the establishmefit of a Na-
tional Laboratory Accreditation Crito-
ri. Committee to dqvelo- and recom-
mend such criteria to the Secretary;

(6) A statement regarding the degred
to which the agency Is willing to sup.
port any necessary developmental as-
pedts of the program with funding and
personnel; and

(7) A designation of one or more rep-
resentatives of the agency with whom
the Secretary may consult in adminis
tering the requested LAP.

(c) Such request when received will
be published by the Department in
the FDmERAL REGISER giving the name,
address, and telephone number of the
responsible official of the requesting
Federal agency who may be contacted
with respect to the need for such pro-
gram. Comments as to the need shall
be made directly to the requesting
agency with a copy to the Department
of Commerce for Information.

(d) If, on the basis of the informa-
tion provided or because of the lack of
funding and personnel from the re-
questing agency, the Secretary Is
unable to justify the establishment of
a NVLAP under these Part 7b proce-
dures, the Secretary will decline to ac
further on the request. The Secretary
shall in that event notify the request-
ing agency in writing within ten (10)
working days after making a decision
and shall state the reasons for so de-
clining.

§ 7b.5 Establishment of criteria with
which to accredit laboratories.

(a) Laboratories will be accredited
on the basis of their conformance to
general ahd specific accreditation cr-
teria issued b the Secretary under
these procedures. The general criteria
will deal with those qualities which
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make for an effective testing labora-
tory. The specific criteria will be based
on the requirements of the relevant
rules- standards, and test methods for
which accreditation is sought.

(b) Laboratory accreditation criteria
may be recommended to the Secretary
by the requesting Federal agency or
may be developed by a National Labo-
ratory Accreditation Criteria Commit-
tee described in the NVLAP proce-
dures (newly redesignated § 7a.6). The
choice of which approach to use will
lie with the Federal agency requesting
the program.

(c) The Secretary will decide, after
consultation with the requesting Fed-
eial agency, on the precise language of
the proposed general and specific cri-
teria to be published by the Secretary
in the FEDERAL REGISTE. In making
the decision, the Secretary will consid-
er.

(1) The needs and scope of the pro-
gram of the-requesting agency,

(2) Compatibility with other criteria
already established and being used in
other LAPs; and

(3) The nature and content of other
relevant public and private sector lab-
oratory accreditation programs.

§ 7b.6 Establishment and functions of a
national laboratory accreditation crite-
ria committee.

(a) In those instances where a Feder-
al agency declines to recommend labo-
ratory accreditation criteria, the Sec-
retary will establish a National Labo-
ratory Accreditation Criteria Commit-
tee in order to develop and recom-
mend general and specific criteria for
accrediting' laboratories serving the
product specified.

(b) Membership in each National
Laboratory Accreditation . Criteria
Committee thus established shall con-
sist of a combination of Federal, State,
and local government personnel and
qualified representatives chose from
among producers, users, consumers,
testing laboratories, academia, and
general interest groups, in accordance
with the relevant provisions of the
NVLAP procedures (redesignated
§ 7a-6 of Part 7 CFR Title 15).

§7b.7 Development and recommendation
of criteria for accrediting testing labo-
ratories.

(a) In developing the criteria, the
Secretary, and either the requesting
Federal agency (in those cases- where
it has elected to .recommend general
and specific criteria to the Depart-
ment) or the Criteria Committee, shall
consider factors such as:

(1) For general Criteria pertaining to
testing laboratories:

(i) Organization;
(ii) Staff;
(iii) Physical plant;-
(iv) Operational processes;

(v) Control procedures;
(vi) Quality assurance; and
(vii) Professional and ethical business

practices, as appropriate.

(2) For specific criteria pertaining to
testing laboratories:

(il Personnel and equipment qualifications
required of the testing laboratory function:

(i) Requirements applicable to proficlen-
cy sample programs;

(iW) Application requirements;
(iv) Initial and periodic examination and

audit procedures; and
(v) Professional and technical qualla-

tions of personnel who examine testing lab-
oratories.

(b) The general and specific criteria,
developed under this section for ac-
crediting testing laboratories will be
based upon criteria found in existing
rules or standards where such existing
criteria are deemed appropriate.
Where appropriate existing criteria
cannot be found, the requesting Feder-
al agency, in those cases where it has
elected to recommend general and spe-
cific criteria to the Secretary, or the
Criteria Committee, will, at the re-
quest of the Secretary, undertake to
develop and recommend such appro-
priate general and specific criteria as
may be needed.

(c) The criteria shall contain instruc-
tions for making application for ac-
creditation by testing laboratories
serving the product involved and shall
require that each testing laboratory
that desires to participate in this pro-
gram must agree to conditions that In-
clude but are not limited to the follow-
Ing'

(1) Be examined and audited Initial-
ly and on a continuing basis;

(2) Pay accreditation fees and
charges; and

(3) Avoid reference by Itself and
Iorbld others utilizing the services of
an accredited testing laboratory fro~n
referencing Its accredited'status under
NVLAP in consumer media and in
product advertising or on product
labels, containers and packaging or
the contents therein or in any other
way which might convey the concept
of product certification by the Depart-
ment of Commerce.

(d) The criteria shall contain a state-
ment that compliance by testing labo-
ratories with the general and specific
criteria and other conditions estab-
lished by the Secretary, and which
laboratories are accredited by the Sec-

- retary under these procedures, shall In
no way relieve such laboratories from
the necessity of also observing and
being in compliance with any existing
Federal, State, and local statutes, or-
dinances, and regulations that may be
applicable to the operation of such
laboratories, including consumer pro-
tection and antitrust laws.

(e) In carrying out the activities au-
thorized by this section:
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(1) No action will be taken or criteria
developed that would prohibit the ac-
creditation under this program of a
testing laboratory solely on the basis
of that laboratory's association or non-
association with manufacturing, dis-
tributing or vending organizations, or
because the testing laboratory is a for-
eign firm;

(2) No action will be taken under
this program to develop a product
standard, a test method standard, or a
comparable administrative rule;

(3) No action will be taken under
this program to modify a product
standard, a test method standard, or a
comparable administrative rule where
such a standard or rule is in existence;
.and

(4) The Secretary, under this pro-
gram, will not ask for or accept-confi-
dential business data, trade secrets, or
other proprietary Information.

§ 7b.8 Publication of proposed criteria.
(a) Upon Its development of the gen-

eral and specific criteria for accredit-
Ing testing laboratories under § 7b.7,
the requesting Federal agency where
it has elected to recommend general
and specific criteria to the Secretary,
or the Criteria Committee shall for-
ward Its recommendations for such cri-
teria to the Secretary for considera-
tion. The Secretary, after considera-
tion of such recommendations (see
§ 7b.5(c)), will publish in the Famur.
REGSim a notice giving the complete
text of the proposed general and spe-
cific criteria, and Inviting any interest-
ed persons to submit written com-
ments on such proposed criteria
within ninety (90) days after such pub--
lication in the FP mL REGisTER,
unless another time limit is provided
by the Secretary.

(b) Interested persons wanting to ex-
press their views in an Informal hear-
ing shall notify the Secretary of that
desire within twenty (20) days after
such proposed criteria are published in
the FmnAL RIorsrrm. Upon receipt by
the Secretary of such request, infor-
mal public hearings shall be held so as
to give all interested persons an oppor-
tunity for the oral presentation of
data, views, or arguments, in addition
to the opportunity to make written
submissions. If deemed appropriate by
the Secretary, such hearings will be
held at two locations, one of which
shall be east of the MississIppi River
and the other west thereof. Notice of
such hearings shall be published in
the FMraAL REzsn at least twenty
(20) days inadvance thereof. A tran-
script will be kept of any oral presen-
tation.

(1) All written and oral comments
that are furnished in response to the
invitation made by this notice will be
filed in the Central Reference and
Records Inspection Facility, Room
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5317, Department of Commerce Build-
Ing, 14th Street between E Street and
Constitution Avenue NW., Washing-
ton, D.C. 20230, and will be available.
for ptiblic inspection and copying at
that location.

(c) The Secretary upon receipt of all
written and oral comments will ask
the requesting Federal agency, in
those cases where it hasrecommended
general and specific criteria to the
Secretary,- or the Criteria Committee,
to conduct and return to the Secretary
in writing, within a time period speci-
fied by the Secretary, its evaluation
and recommendations with respect to
such comments. After considering
such evaluation and recommendations,
and after consultation with the re-
questing Federal agency, the Secre-
tary will publish in the FEDERAL REGIs-
Ta a notice:

(1) Announcing the final general and
specific criteria that testing laborat-
ries must meet in order to be accredit-
ed and the date when such final crite-
ria shall go into effect which shall not
be less than thirty (30i) days after the
date of publication of such notice;

(2) Stating that the proposed gener-
al and specific criteria will be further
developed before final publication; or

(3) Withdrawing the proposed gener-
al and specific criteria from further
consideration.

§ 7b.9' Coordination with Federal agencies.
AS a means of assuring effective and

meaningful cooperation, input, and
participation by those Federal agen-
cies (other than the requesting
agency) that have an interest in and
may be Impacted by the laboratory ac-
creditation program carried out under
these procedures, the Secretary shall
undertake to communicate and con-
sult with appropriate officials within
those agencies. The coordination ef-
forts will include opportunities for
representatives, designated by those
agencies to serve on each Criteria
Committee established by the Secre-
tary in which those agencies have an
interest.

§ 7b.10 Establishment of fees and charges.
(a) The Secretary in conjunction

with the use of the Working Capital
Fund of the National Bureau of
Standards, as authorized by section 12
of the Act of March 3, 1901, as amend-
ed (15 U.S.C. 278b), or any similar fi-
nancial arrangement for this program,
shall establish fees and charges for ex-
amining, accrediting# and auditing
testing laboratories. The fees and
charges established by the Secretary,
which may be revised when the Secre-
tary deems it appropriate to do so,
shall be in amounts calculated to
enable the self-sufficiency of this pro-
gram. A separate notice will be pub-
lished in the FEDERAL7REGISTER Simul-
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taneously with the notice of proposed
general and specific criteria referred
to in § 7b.8(a). Such notice will set out
a schedule of estimated fees and
charges the Secretary proposes to es-
tablish. The notice would be furnished
for information and guidance purposes
only in order that the public may
evaluate the proposed criteria In light
of the expected fees to be charged.

(b) At such time as the Secretary
publishes the notice announcing the
final general and specific criteria re-
ferred to in § 7b.8(cX1), the Secretary
shall also simultaneously *publish a

.separate notice in the FEDERAL REGIS-
TM setting forth the final schedule of
fees'that will be charged testing labo-
ratories that serve a specific product.
The effective date of such final sched-
ule of fees shall be the same as the
date on which the final general and
specific criteria are to take effect.

(c) Revisions, If any, to the lees and
charges established by the Secretary
under paragraph' (b) of this section
shall be ptblished in subsequent Fn-
ERAL REGISTER notices and shall take
effect not less than thirty (30) days
after the date of publication of such
notice. Mention of such revisions shall
also be published In the appropriate
quarterly reports referred to .in
§ 7b.17(a).

§ 7b.l1 Participation of testing laborato-
ries.

(a) Each testing laboratory serving a
product for which final general and
specific criteria have been promulgat-
ed under §7b.8(c)(1). and desiring to
'be accredited under this program, will
notify the Secretary of its desire pur-
suant to the provisions of such crite-
ria. I

(b) After receipt and evaluation of
.tle testing laboratory's Application
and information contained therein,
the secretary shall, upon the accept-
ance thereof, notify the applicant test-
ing. laboratory and the National
Bureau of Standards in writing of the
specific applicable examination re-
quirements for accreditation and the
fees and charges for such examination
and accreditation. If the application is
not accepted, the Secretary shall
notify the applicant testing laboratory
of the reasons for rejection of its ap-
plication, and such testing laboratory
may reapply under § 'Tb.13(d) after cor-
recting the deficiencies set out in the
Secretary's notification of rejection.
Alternatively, the applicant testing
laboratory shall have thirty (30) days
to request a hearing pursuant to 5
U.S.C. 556. In the event, however, that
the applicant testing laboratory re-
quests a hearing within that thirty
(30) day period the Secretary's rejec-
tion shall be stayed until, the hearing
held pursuant to 5 U.S;C. 556.

(c) A testing laboratory desiring to
be accredited under this program to
serve the product identified by the
Secretary under §M'bA(b) In accord-
ance with the administrative rules,
standards, and test methods identified
must meet the general and specific crl-
teria promulgated by the Secretary,

(d) Upon receipt by the National
Bureau of Standards of the applicant
testing laboratory's written response
pertaining to the specific applicable
examination requirements and of the
fees* and charges specified in para-
graph (b) of this section, the National
Bureau of Standards, on behalf of the
Secretary, will arrange for by contract
or will itself conduct the examination
in accordance with the examination
requirements of the Secretary, In all
cases where testing laboratories are
examined, the National Bureau of
Standar'ds will assure that the person-
nel used by the contractor, or by the
National Bureau of Standards possess
the professional and technical qualifi-
cations as may be set out In the specif-
ic criteria promulgated under
§ 7b.8(c)(1). If the National Bureau of
Standards conducts the e)(amlnatlon,
the resultant examination report will
be forwarded to the Secretary. In
cases where the examination report is
prepared by a contractor, the National
Bureau of Standards, before making
payment thereunder or forwarding
the report to the Secretary, %pill review
the report to assure that the contract
terms have been fulfilled.

(e) The Secretary, after reviewing
the examination report furnished
under paragraph (d) of this section,
will make a determination granting or
proposing to deny accreditation to the
applicant testing laboratory, not later
than twenty (20) working days follow-
ing the date on which the report is re-
ceived. If the determination is not
made within such time limit, the Sec-
retary shall notify the applicant test-
ing laboratory In writing of the rea-
sons for the delay. Upon making such
determination, - the Secretary will
notify the testing laboratory In writ
ing of Its accreditation status. If the
Secretary proposes to deny accredita-
tion to an applicant testing laboratory,
the notification will state the reasons
for such proposed denial.

Cf) If an applicant testfng laboratory
is notified by the Secretary of a pro-
posal to deny accreiltatlon, the test-
ing labforatory shall have thirty (30)
days from the date of receipt of such
notification to request a hearing under
the provisions of 5 U.S.C. 556. The
Secretary's proposed denial shall
become final through the Issuance of a
written decision to the applicant in
the event that the al5plcant does not
appeal such notification by the end of
that thirty, (30) day 'period. In the
event, however, that the applicant
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testing laboratory requests a hearing
within that thirty (30) day period, the
Secretary's proposed denial shall be
stayed until the hearing held pursuant
to 5 U.S.C. 556.

§ 7b.12 Reference to accredited status.
Except as limited under § 7b.7(c)(3),

a testing laboratory accredited under
this program .may use the following
statement on its letterheads and in
professional, technical and trade pub-
lications: "Accredited by the Depart-
ment of Conimerce, National Labora-
tory Accreditation Program for (ap-
propriate wording as authorized by
the Secretary's notification under
§ 7b.ll(e))."

§ 7b.13 Revocation or termination of ac-
creditation of a testing laboratory.

(a) If the Secretary finds that a test-
ing laboratory which has previously
been accredited violated the terms of
its accreditation or the provisions of
these Part 7b procedures, after consul-
tation with such testing laboratory,
the Secretary shall notify that testing
laboratory of the proposed revocation
of its accreditation.

(b) Upon receipt of a notice from the
Secretary of the proposed revocation,
which notice shall set forth the rea-
sons for such proposed revocation, the
accredited testing laboratory shall
have thirty (30) days from the date of
receipt of such notification to request
a hearing under the provisions of 5
U.S.C. 556. The Secretary's proposed
revocation shall become final through
the issuance of a written decision to
the testing laboratory in the event
that such testing laboratory does not
appeal the proposed revocation within
that thirty (30) day period. In the
event, however, that the accredited
testing laboratory requests a hearing
within that thirty (30) day period, the
Secretary's proposed revocation shall
be stayed until the hearing is held
pursuant to 5 U.S.C. 556.

(c) A testing laboratory may at any
time terminate its participation and
responsibilities under this NVLAP
Part 7b program or withdraw its appli-
cation for accreditation by giving writ-
ten notice to the Secretary. Upon re-
ceipt by the Secretary of such notice,
the Secretary shall terminate further
processing of the testing laboratory's
application for dccreditation.'If such
testing laboratory has been accredited,
the Secretary shall terminate that
testing laboratory's accreditation. The
Secretary shall notify the testing labo-
ratory that its accreditation has been
terminated pursuant to its request.

(d) A testing laboratory whose appli-
cation has been rejected or whose ac-
creditation has been denied, revoked
or terminated or which has withdrawn
its application prior to being accredit-
ed may reapply for and be accredited
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if it meets the applicable general and
specific criteria promulgated by the
Secretary under § 7b.8(c)() and agrees
also to meet the conditions set out
under §Tb.7(c) and the provisions of
§ 7b.12.

§ 7b.14 Cessation of accreditations.
(a) The Secretary shall cease the ac-

creditation of testing laboratories that
serve a specific product if requested to
do so by the Federal agency which re-
quested the program if such agency
makes a determination that the pro-
gram is no longer needed. Such re-
quest, however, may not be made if
the program has been In existence for
less than one year after publication of
the final accreditation criteria. The
determination that the program is no
longer needed shall be submitted to
the Secretary In writing and shall set
forth the requesting agency's reasons
for causing the Secretary to cease ac-
creditation through this NVLAP. Ter-
mination of the program will occur 60
days after the Secretary has published
In the FEDEmx REoisrs a notice of
such determination. If the program is
being used for a purpose in addition to
the purpose specified by the request-
ing Federal agency, the accreditation
program may be continued in its own
right under the original or other op-
tional NVLAP procedures.

(b) If the Secretary ceases the ac-
creditation of testing laboratories that
serve a specific product as provided in
this section, accreditation Issued to all
those testing laboratories serving the
same specific product before termina-
tion of the program has occurred shall
continud for the remainder of the
period for which accreditation has
been granted.

§ 7b.15 Refund of fees and charges.
(a) If a testing laboratory withdraws

its application for accreditation after
it has submitted the required examl-
nation fees and provides written notice
to the Secretary of such withdrawal
prior to the issuance of an accredita.
tion of the denial thereof, the testing
laboratory will be refunded such fees
except for the application fee, If any,
-and for any other costs that have been
incurred relative to Its application.

(b) U a testing laboratory terminates
Its participation and responsibilities
under this Part 7lb program at any
time after It has been accredited or
after it has been notified by the Secre-
tary that It Is not being accredited, no
part of the fees and charges paid by
the testing laboratory will be refund-
ed.

(c) If the iccreditation of a testing
laboratory is revoked by the Secretary
under § 7b.13, no part of the fees and
charges paid by the testing laboratory
will be refunded.
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(d) If the Secretary ceases the ac-
creditation of testing laboratories that
serve a specific product under § 7b.14
and withdraws the accreditation of a
testing laboratory to test a specific
product undr that section, such test-
ing laboratory will be refunded the un-
expended part of the examination fees
or charges paid by such testing labora-
tory to maintain its accredited status
under this program: Provided, howev-
er, That no such testing laboratory
will be refunded its original applica-
tion fee, if any, to be accredited to
serve a specific produc.

§ 7b.16 Amendment or revisior of criteria.
The Secretary, the requesting Feder-

al agency In those cases where It rec-
ommended general and specific crite-
ria to the Secretary, or a Criteria
Committee acting at the request of
the Secretary, may undertake the de-
velopment of amendments or revisions
of any applicable general or specific
criteria previously promulgated by the
Secretary by following the same proce-
dures pertaining to the original devel-
opment of such criteria.

§ 7b.17 User information and reports.
(a) For each specific product for

which a NVLAP Part 7b accreditation
exists, the Secretary will publish a
quarterly report noting all actions re-
garding such matters as accredita-
tions, revocations, the establishment
of fees and charges, the promulgation
of general and specific criteria and any
amendments or revisions to such crite-
ria. Such publications shall clearly
state that testing laboratories accred-
Ited by the Secretary under these pro-
cedures are in no manner immune
from the necessity of being in compli-
ance with all legal obligations and re-
sponsibilitles imposed by existing Fed-
era], State, and local laws, ordinances,
and regulations, including those relat-
ed to consumer protection and anti-
trust prohibitions.

(b) .The Secretary will also prepare
an annual report summarizing all ac-
tivitles carried out under these proce-
dures which shall include a listing of
all testing laboratories accredited by
the Secretary during the year to
which the annual report relates.

c) As a means of giving prompt
notice to the public of accreditation
action taken, the Secretary shall, in
addition to the reports called for
under this section, publish in the FE-

,AL RrxTRr all actions taken during
the preceding month which grant,
revoke, terminate, or result in the
withdrawal of the accreditation of a
testing laboratory. Such notice shall
include the name and address of the
testing laboratory concerned, and a
brief explanation of the action taken
by the Secretary with respect to that
laboratory.
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§ 7b.18 Support function.
The Secretary is authorized to

provisions for administrative and
nical support and Staff services as
be needed to- carry out this pros
The Secretary is also authorized t
gotiate for and use funds and pe
nel 'of the requesting Federal ag
as such funds and personnel ar
thorized for use' by the reque
agency.

(FR Doc. 19-7043 Fied 3--'9; 8:45

[6355-01-M]
Title 16-Commercilal Practice

CHAPTER Il-CONSUMER PRODL
SAFETY COMMISSION

PART 1700-POISON PREVENTI
PACKAGING'

Exemption of Mebendazole
Child-Proftetion Packaging
quirements

AGENCY: Consumer Product Sa
Commission.
ACTION: Final rule.
SUMAARY: .The' Commission am
provisions of the child-resistent I
aging regulations to exempt -mebe
zole in packagds'containing no
than 600 mg. of the drug. (Mebe
Sole is an anthelmintic drug use
treat common 'worm infestation
humans.) This action is taken'bee
the Commission has found that c
resistent packaging for this produ
not necessary for the' protectio
young children from serious pers
injury or Illness.
DATE: The effective date of this
emption is March 9, 1979.
FOR FURTHER' INFORMAT
CONTACT:

Sandra Eberle,'Directorate for C
pliance and Enforcement, Consu
Product Safety Commission, W
lngton, D.C. 20207, phone (301)
6400.

SUPPLEMENTARY INFORMATI

BACKGROUND
In the FEERAL. REGISTER of Apri

1973 (38 FR 9431), a regulation
CFR 295.2(a)(10), subsequently re
fled as 16 CFR 1700.14(a)(10))
issued under the Poison- Preven
Packaging Act of 1970 (the "PP
15 U.S.C. 1471-1476) establishing
protection packaging requirement,
human oral- prescription drugs
order to protect children from 'ser
personal injury or serious illness
sulting from handling, using, or in
ing these substances.,

' RULES ANI REGULATIONS

On July 11, 1974, the Consumer of the drug from the child-resistant
make Product Safety Commission received a packaging requirements.
tech- petition (PP 75-2) from the Ortho 1. The American Society of Hospital
may Pharmaceutical Corporation (Ortho), Pharmacists supported the exemption

,ram.. Raritan, New Jersey, requesting an ex- for this drug product, stating that
o ne- emption from the special packaging "there is minimal danger of toxicity
rson- requirements -for "Vermox"R (meben- from ingestion of this drug by chil-.
:ency dazole) in tablet form in packages con- dren."
e au- taining not more than 600 mg. of the The society also recommended "that
sting drug. Vermoxa is an anthelmintic drug the Commission respond to such peti-

used in 'she treatment of common tions by establishing exemptions from
m]' I worm infestations 'in man. Special the Poison Prevention Packaging Act

packaging is currently required for based on a determination of the maxi-
this drug by, the Commission's regula- mum quantity of a drug which can be
tion covering human prescription 'ingested by a child without significant
drugs'in oral dosage form at 16 CFR effect" (emphasis supplied). With

s 1700.14(a)(10). The Commission - regard to this latter recommendation,
denied, Ortho's petition on, June 5, however, the Commission notes that

ICTS 1975, citing th6 apparent lack of an since children differ significantly in
approved New Drug Application their susceptibility to the toxic effects
(NDA) that would allow the obtaining of a drug, an attempt to set a max
of meanirgful iuman experience data. mum allowable level can involve 'a

ON After the denial of the petition, Ortho complex balancing of factors. In a case
reported that a New Drug Application such as the exemption for mebenda-
(NDA 17-481) had been approved on zole, where there Is no apparent need

From June 28, 1974. On June 23, 1975, the for setting a level other than that re-
Re- company submitted information as a quested by the petitioner, It would be

supplement to its original petition. Ad- an inefficient use of the Commlstion's
ditional information Was furnished by limited resources to conduct a re-

afety the company on October 21, 1975 and search program for the purpose of es-
February 10, 1976. -The Commission tablishing some higher level that
has treated the supplementary'infor- would also be acceptable. Therefore,
mation as a new petition (PP 77-2). the Commission concludes that based

ends Mebendazole is believed to exert its on presently available data, the level
ack- anthelmintic effect by. interference should be maintained in the final ex-
nda- with glucose uptake in susceptible emption at 600 mg., as proposed.
nore worms while having no effect on 2. The other comment on the pro-
nda- human glucose metabolism. Currently, Posal was from the Accident and
d to VermoxR is supplied in child-resistant Poison Prevention Committee of the
i in blister strips of six 100. mg. tablets American Academy of Pediatrics

.ause each. -(AAP). AAP opposed granting the ex-
hfld- After onsidering the petition, emption because It believes that the
ct'is human experien6e data as reported to data on toxicity to small children are
n of the National Clearinghouse foi: Poison insufficient and because there did not
onal Control Centers, and medical and sci- seem to be a therapeutic reason for

entific literature and having consult- the exemption.AAP's comment concerning the suf-ex- ed, pursuant to section 3 of the Poison ficiency of the toxicity data wasPrevention Packaging Act (PPPA) of pro mpted, in part, by the following
ON 1970, with the Technical Advisory statement in the package Insert for

Committee on Poison Prevention. VermoxR: "This drug has not been cx-
Packaging established in accordance tensively studied in children under

omr- with section 6 of the act, the Consum- two years; therefore, in the treatnient
tner er Product Safety Commission con- of children under two years the rela-
'ash- eluded that an exemption from the tive benefit/risk should be consid-
492- special packaging requirements of 16 ered." AAP concludes from this that

CFR 1700.14(a)(10) should' be pro- "there Is insufficient evidence for lack
EON: posed for mebendazole in tablet form of toxicity for a statement to be In-in packages containing not more than cluded in the package insert." 1

600 mg. (42 FR 53901; October -20, The manufacturer of Vermox" has
l 16, 1977). informally told the Commission that

(21 The Commission's decision to pro- clinical trials have not beenconducted
cod- pose the exemption was based on the in the United States with children
was low oral toxicity of the drug and under two years of age. However, the

]tion human experience data showing few\ fact that the manufacturer of the
PA", accidental ingestions and few adverse " drug chooses not to make an affirma-
:hild reactions. tive recommendation for very young

for "RESPONSETO PROPOSAL children does not detract from the evi-
in dence of lack of toxicity that Is avalla-

-ious The Commission received two com- ble from other sources.
re- ments in response to its'proposal to AAP also refers to four cases Of in-

gest- exempt packages-of mebendazole tab- gestion that have been recorded by
lets containing not more than 600 mg. the Belgium Poison Control Center
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and that were referred to in the FED-
ERAL REGsERx document that pro-
posed the exemption. AAP states that
four cases, without information as to
the doses or the ages of the persons
who were poisoned, are insufficient for
concluding that mebendazole is safe
for children in the one- to two-year-old
range in an overdose situation. Howev-
er, the Commission considers the
small number. of reported ingestions
and the fact that none of them was se-
rious to be significant, even without
age and dosage information. In addi-
tion, there is ample evidence of the
.low toxicity of this drug from other
sources.

The acute oral toxicity of the drug
has been investigated in twelve species
of experimental animals and fodnd to
be of a low order. Toxicity in animal
tests is measured by the median lethal
dose, or LD-50 (i.e., the dose which
causes death in half the test animals).
Extrapolating from the LD-50 values
which were calculated in the three
species in which it was possible to
induce death, a 10 kg. child would
have to ingest more thain 12.8 grams of
mebendazole in order to approach the
estimated LD-50 dosage. The proposed
exemption is limited to the much
lower dosage of 600 mg. of mebenda-
zole.

Studies submitted by the petitioner
indicate that mebendazole has been
evaluated in 4,657 patients, including
177 children less than six years old. Of
those 4,567 individuals studied, only 16
(0.34%) experienced adverse reactions,
which consisted of -minimal gastroin-
testinal side-effects apparently related
to the expulsion of worms and not to
the drug itself.

Based on the- data discussed above,
the Commission believes there is
ample evidence of the low toxicity of
this drug in children under two years
of age.

AAP also states that "there seems to
be no therapeutic reason why a non-
complying package is requested." Al-
though the presence of a therapeutic
reason would be a factor in favor of
granting an exemption, the absence of
such a reason does not relate to the
statutory requirement that the special
packaging must be required in order to
protect children from serious personal
injury or serious illness.

After the-comments responding to
the proposal were received, the Com-
mission again requested the opinions
of the members of the Technical Advi-
sory Committee on Poison Prevention
Packaging since a number of new
members of the Committee were not
members at.the time of the consulta-

j tion before the proposal. Nine mem-
bers of the Committee responded, and
six of these were in favor of the ex-
emption while three were opposed.
Copies of the members' responses may

RULES ANDA REGULATIONS

be obtained from the Office of the
Secretary, 1111 18th Street, NW.,
Washington, D.C. 20207.

Based on an overall review of toxic-
ity information and human experience
data as reported In the literature, the
data submitted by the petitioner, and
the opinions of the members of the
Technical Advisory Committee, the
Commission finds that mebendazole in
tablet form in packages containing not
more then 600 mag. of the drug, and
containing no other substance subject
to the requirements for special pack-
aging under 16 CFR 1700.14(a)(10),
does not pose a risk of serious personal
illness or injury to children.

Because this rule grants an exemp-
tion, the requirement of the Adminis-
trative Procedure Act that publication
shall be made not less than 30 days
before the effective date (5 U.S.C.
553(d)) is not applicable, and the ex-
emption is therefore effective immedi-
ately.

Accordingly, pursuant to the provi-
sions of the Poison Prevention Packag-
ing Act of 1970 (Pub. L. 91-601; sees. 2,
3, 5; 84 Stat. 1670-1672; 15 U.S.C. 1471,
1472, 1474) and under authority vested
in the Commission by the Consumer
Product Safety Act (Pub. L. 92-572;
sec. 30(a): 86 Stat. 1231; 15 U.S.C.
2079(a)), the Commission amends Sub-
chapter E, Chnpter II, of Title 16 of
the Code of Federal Regulations by
adding to § 1700.14 a new paragraph
(a)(10)(xll) reading as follows (the in-
troductory portion of paragraph
(a)(10), although unchanged, Is includ-
ed below for context):

§1700.14 Substances requiring special
packaging.

(a) Substances.*
(10) Prescription drugs. Any drug

for humqn use that is in a dosage form
intended for oral administration and
that is required by Federal law to be
dispensed only by or upon an oral or
written prescription of a practitioner
licensed by law to administer such
drug shall be packaged in accordance
with the provisions of § 1700.15(a),,(b),
and (c), except for the following:

(xll) Mebendazole In tablet form In
packages containing not more than
600 mg. of the drug, and containing no
other substance subject to the provi-
sions of this section.

Effective date. This amendment is
effective March 9, 1979.
(Secs. 2. 3, 5. Pub. L. 91-601. 84 Star. 1670-
1672; 15 U.S.C. 1471,1472, 1474)

Dated: March 5,1979.
SADYE DUN,

Secretary, ConsumerProduct
Safely Commission.

rFR Doc. 79-7140 FlIed 3-8-79; 8:45 am]
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[4110-03-M]

Title 21-Food and Drugs

CHAPTER I--FOOD AND DRUG AD-
MINISTRATION, DEPARTMENT OF
HEALTH, EDUCATION, AND WEL-
FARE

SUBCHATER 6-FOOD FOX HUMAN
p CONSUMPTION

EDocket No. 78G-04881

PART 184-DIRECT FOOD SUB-
STANCES AFFIRMED AS GENER-
ALLY RECOGNIZED AS SAFE

Cocoa Butter Substitute From Palm
Oil; Extension of Comment Period;
Correction

AGENCY: Food and Drug Administra-
tion.
ACTION: Correction.

SUMMARY: In PR Dom. 79-3805 ap-
pearing in the FinnmL REmsR of
Friday. February 2, 1979, the following
corrections are made: (1) On page 6706
in the fourth line of the summary, the
word "tentatively" is deleted and in
the seventh line, "food -additive" is
changed to "ingredient"; and (2) on
page 6707 in the left column, the third
line from the top of the page is
changed by inserting the word "substi-
tute" between the words "butter'" and
44from."0

EFFECTIVE DATE: March 9,1979.

FOR FURTHER INFORMATION
CONTACT.

Corbin'L Miles, Buriau of Foods
(BFF-335), Food and Drug Adminis-
tration, Department of Health, Edu-
cation, and Welfare, 200 C Street
SW., Washington, D.C. 20204, 202-
472-4750.

Dated: March 2,1979.

WInLL F. R&NDoLP,
Acting Associate Commissioner

forRegulatoryAffaimr
EFR Doc. 79-7027 Fied 3-8-79:8:45 am]

[41 10-03-M]
SUBCHAPTER E-ANIMAL DRUGS, FEDS, AND

RELATED PRODUCTS

PART 520-ORAL DOSAGE FORM
NEW ANIMAL DRUGS NOT SUB-
JECT TO CERTIFICATION

Diethylcarbamazlne Citrate Tablets

AGENCY: Food and Drug Administra-
tion.
ACTION: Final rule
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SUMMARY The animal drug regula-
tions are amended to reflect approval'
of a new animal dnig application
(NADA) providing for safe and effec-
tive use of an anthelmintic tablet as
an aid in treatment of ascarids in dogs
and cats and prevention of heartworm
disease in dogs. The application was
filed by Evsco Pharmaceutical Corp.

EFFECTIVE DATE: March 9, 1979.
FOR FURTHER INFORMATION
CONTACT:

Henry C. Hewitt, Bureau of Veteri-
nary Medicine (HFV-112), Food and
.Drug Administration, Department of
Health, Education, and Welfare,
5600 Fishers Lane, Rockville, MD
20857, 301-443-3430.

SUPPLEMENTARY INFORMATION:
Evsco Pharmaceutical Corp., P.O. Box
209, Harding Highway, Buena, NJ
08310,_filed an NADA (100-690V) pro-
viding for use of diethylearbamazine
citrate tablets as an aid in treatment
of ascarid infection in dogs (Toxocara
canis) and cats (Toxocara canis and
Toxascaris leonina) and prevention of
heartworm disease (Dirofilaria immi-
tis) in dogs.

In accordance with the freedom of
information regulations and § 514.11
(e)(2)(11) of the animal drug regula-
tions (21 CFR 514.11(e)(2)(i)), a sum-
mary of safety and effectiveness data
and information submitted to support
approval of this application is released
publicly. The summary is available'for
public examination at the office of the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857,
from 9 a-m. to 4 p.m., Monday through
Friday.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 512(i), 82'
Stat. 347 (21 U.S.C. 360b(i))) and
under authority delegated to the Com-
missioner of Food and Drugs (21 CFR
5.1) and redelegated to the Director of
-the Bureau of Veterinary Medicine (21
CFR 5.83), Part 520 Is amended in,
§ 520.622a by revising paragraph (a)
(2) and (3)(ii), to, read as follows:

§ 520.622a Diethylcarbamazine citrate tab-
lets.

(a) ***
(2) Sponsors. (i) See Nos. 000010 aid

010042 in § 510.600(c) of this chapter
for use as in paragraph (a)(3)(i) (a)
and (b) of this section.

(ii) See No. 017030 for use as in para-
graphs (3)(ii) (d) and (6) of this sec-
tion.

(3) * * *
(ii) Indicationz for use. (a) For pre-

vention of heartworm disease (Dirofi-
laria immitis) in dogs. I

(b) As an aid in treatnient of ascaria
(Toxocara canis) and Taxascaris leon-
ina).nfections indogs and cats.

RULES AND: REGULATIONS

(c) As an aid in treatment of ascarid
infections in dogs (Toxocara canis and
cats (Toxocara Canis and "Toxascaiis
leonina.)

* * * * ",

Effective date. This regulation is ef-
fective March 9, 1979.
(See. 512(i), 82 Stat. 347 (21 U.S.C. 360b(i)))

Dated: March 2, 1979.
TERENCE HARVEy,

Acting Director, Bureau of
Veterinary Medicine.

[FR Doc. 79-7028 Filed 3-8-79; 8:45 am]

[4,p 0-03-Ml

PART 520-ORAL DOSAGE FORM
NEW ANIMAL -DRUGS NOT SUB-
JECT TO CERTIFICATION

Dichlorophene and Toluene Capsules

AGENCY: Food and Drug Administra-
tion.
ACTION: Final Rule.

SUMMARY: The animal drug- regula-
tions are amended to reflect approval
of a supplemental new animal drug ap-
plication (NADA) filed by Tutag Phar-
maceuticals, Inc., providing revised la-
beling for anthelmintic capsules used
in dogs and cats.
EFFECTIVE DATE: March 9, 1979.

FOR FURTHER INFORMATION
CONTACT:

Robert G.- Griffith, Bureau of Vet-
erinary Medicine (HFV-112), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 5600 Fishers Lane, -Rockville,
MD 20857, 301-443-3430.

SUPPLEVIENTARY INFORMATION:
Tutag'Pharmaceuticals, Inc., 2599 W.
Midway Blvd., Brooniifield, CO 80020,
filed a supplemental NADA (102-673V)
providing for addition of the divided
dosage regimen to the labeling for
dichloiophene-toluene capsules ugsed
for treating dogs and cats for certain
helminth infections.

The firm's apljlication for its cap-
sules was originally approved on Sep-
tember 14, 1976 fbr the single 'dose
regimen. The capsules are similar to
those reviewed by the National Acade-
my of Sciences/National Research'

- Council - (NAS/NRC), approval of
which is reflected in the regulations in
21 CFR 520.580.'That approval is for
both the single and divided dose regi-
men. Because Tutag's divided dose
regimen is identical to that of the
NAS/NRC capsules, this supplement
is approved onr the basis of---generic
equivalence.

This approval did not involve reeva-
luation of the original application and
does not constitute reaffirmation of
the safety and efficacy of the drug.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 5120), 82
Stat. 347 (21 U.S.C. 360b())) and
under authority delegated to the Com-
missioner (21 CFR 5.1) and redole-
gated to the Director of the Bureau of
Veterinary Medicine (21 CFR 5.83.),
Part 520 Is amended in § 520.580 by re-
vising paragraphs (c)(1) and (d)(1) to
read'as follows:

§ 520.580 Dichlorophene and toluene cap.
sules.

, * * * *

(c)(1) Sponsor. Nos. 000010, 000081,
000298, 000856, 010290, 011519, 011536,
011614, 015563, 017135, and 023851 In
§ 510.600(c) of this chapter.

* a * a

(d)(1) Sponsor. Nos. 000124, 000859,
ahd 011716 in § 510.600(c) of this chap-
ter.

* * S * 'S

Effective date. This regulation be-
comes effective (insert date Qf publica-
tion in the FEDRAL RroisT).

(Sec. 512(0), 82 Stat. 347 (21 U.S.C. 300b(i)).)
Dated: February 28, 1979.

LESTER CRAWFORD,
Director, Bureau of
Veterinary Medicine.'

[FR Doe. 79-7029 Filed 3-8-9; 8,45 am]

[4110-03-MI

'PART 520-ORAL DOSAGE FORM
NEW ANIMAL DRUGS NOT SUB-
JECT TO CERTIFICATION

PART 522-IMPLANTATION
JECTABLE FORM NEW
DRUGS NOT SUBJECT TO
CATION

OR IN-
ANIMAL
CERTIFI-

Diatrizoafes
AGENCY: Food and Drug Administra-
tion.

ACTION: Final rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) Is reissuing certain
sections of the animal drug regula-
tions regarding diatrizoates. This reil-
suance consists of nonsubstantive and
editorial changes that conform the
regulations to current United States
Pharmacopeia (USP) nomenclature.
E2ECTIVE DATE: March 9,1979.
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FOR FURTHER INFORMATION
CONTACT:

John A. Richards, Federal Register
Writer (HFC-11), Food and Drug
Administration, Department of
Health, Education, and Welfare,
5600 Fishers Lane, Rockville, MD
20857, 301-443-2994.

SUPPLEMENTARY INFORMATION:
Sections 520.1362 and 522.1362 of the
animal drug regulations (21 CFR
520.1362 and 522.1362) contain provi-
sions for oral solutioh and injection
forms of "meglumine diatrizoate and
sodium diatrizoate." In addition,
§ 522.564 (21 CFR 522.564) provides for
use of an injectable form of "sodium
diatrizoate and meglumine diatri-
zoate." The section numbers were as-
signed as a result of the general recod-
ification published in the FEDERAL
REGISTER of March 27, 1975 (40 FR
13802).

The agency is revising the names of
these drugs to conform to current USP
nomenclature. As a result, the drugs
will appear in the regulations under
the single designation "diatrizoate
meglumine and diatrizoate sodium."
The change in name necessitates the
following nonsubstantive changes to
the regulations:

(1) Section 520.1362 Meglumine dia-
trizoate and sodium diatrizoate oral
solution is redesignated as § 520.563,
and its heading and the names of the
component drugs in paragraph (a)
Specifications are revised, to corre-
spond to trie numbering scheme of the
regulations and to the USP nomencla-
ture.

(2) Section 522.564 Sodium diatri-
zoate and meglumine diatrizoate in-
jectionis deleted and its substance is
incorporated into new § 522.563. In the
new section, the names of the compo-
nent drugs in the headings and in
paragraph (a) Specifications are re-
vised to correspond to the USP no-
menclature. Also, additional specifica-
tions from § 522.1362 are incorporated
into the new section.

(3) Section 522.1362 Meglumine dia-
trizoate and sodium diatrizoate injec-
tion is deleted, and its specifications,
contained in paragraph (a), are incor-
porated, with appropriate name
changes,. into new § 522.563(a). Par-
graphs (b) and (C) of § 522.1362, which,
are identical to §522.564 (b) and (c)
are incorporated unchanged into
§ 522.563.

To accomplish these changes expedi-
:tiously, FDA is reissuing the sections
in full in this document.

Because the changes are editorial
and nonsubstantive in nature, the
Commissioner of Food and Drugs
finds that notice and public procedure
are unnecessary, and that good cause
exists for making this regulation effec-
tive immediately upon publication in
the FEDERAL REGISTER.
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Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 512,
701(a), 52 Stat. 1055. 82 Stat. 343-351
(21 U.S.C. 360b, 371(a))) and under au-
thority delegated to the Commissioner
(21 CFR 5.1) and redelegated to the
Diiector of the Bureau of Veterinary
Medicine (21 CFR 5.83). Parts 520 and
522 are amended as follows:

1. Part 520 Is amended:
a. By adding.new § 520.563 to read as

follows:

§520.563 Diatrizoate meglumine and dia.
trizoate sodium oral solution.

(a) Specifications. Diatrizoate meg-
lumine oral solution is a water soluble
radiopaque medium containing 66 per-
cent diatrizoate meglumine and 10 per-
cent datrlzoate sodium.

(b) Sponsor. See No. 000003 In
§ 510.600(c) of this chapter.

(c) Conditions of use. (1) It Is Indi-
cated for radiography of the gastroin-
testinal tract in dogs and cats.

(2) It is administered orally at a
dosage level of 0.5 to 1.0 milliliter per
pound of body weight by gavage or
stomach tube. It is administered rec-
tally at a dosage level of 0.5 to 1.0 mil-
liliter per pound of body weight dilut-
ed with 1 part of the drug to 5 parts of
water.

(3) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.

§ 520.1362 [Deleted]
b. By deleting § 520.1362 Meglumine

diatrizoate and sodium diatrizoate
oral solution.

2. Part 522 is amended:
a. By adding new § 522.563 to read as

follows:

§ 522.563 Diatrizoate meglumine and dia-
. trizoate sodium injection.
(a) Specifications. Diatrizoate meg-

lumine and diatrizoate sodium injec-
tion contains 34.3 percent diatrIzoate
meglumine and 35 percent diatrizoate
sodium, or 66 percent diatrizoate meg-
lunilne and 10 percent diatrizoate
sodium, in sterile aqueous solution.

(b) Sponsor. See No. 000003 In
§ 510.600(c) of this chapter.

(c) Conditions of use. (1) It Is indi-
cated for use In dogs and cats for visu-
alization in excretion urography, In-
cluding renal angiography, ureto-
graphy, cystography, and urethra-
graphy; aortography; anglocardio-
graphy, peripheral arterlography, and
venography; selective coronary arter-
iography; cerebral angiography; lym-
phography; arthrography; discogra-
phy; and sialography. It is also useful
as an aid in delineating peritoneal her-
nias and fistulous tracts.

(2) For excretion urography admin-
ister 0.5 to 1.0 milliliter per pound of
body weight to a maximum of 30 milli-
liters intravenously. For cystography
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remove urine, administer 5 to 25 milli-
liters directly into the bladder via
catheter. For urethrography adminis-
ter 1.0 to 5 milliliters via catheter into
the urethra to provide desired con-
tract delineation. For angiocardio-
graphy (including aortography) rapid-
ly inject 5 to 10 milliliters directly into
the heart via catherer or intraventri-
cular puncture. For cerebral anglo-
graphy rapid injection of 3-to 10 milli-
liters via'carotid artery. For peripheral
arterlography and/or venography and
selective coronary arteriography rap-
Idly inject 3 to 10 mflllters intravas-
cularly into the vascular bed to be de-
lineated. For lymphography slowly
inject 1.0 to 10 milliliters directly into
the lymph vessel to be delineated. For
arthrography slowly inject 1.0 to 5
milliliters directly into the joint to be
delineated. For discography slowly
inject 0.5 to 1.0 mlIllter directly into
the disc to be delineated. For sialo-
graphy slowly inject 0.5 to 1.0 millili-
ter into the duct to be delineated. For
delineation of fistulous tracts slowly
Inject quantity necessary to fill the
tract. For delineation of peritoneal
hernias inject 0.5 to 1.0 milliliter per
pound of body weight directly into the
peritoneal cavity.

(3) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.

§§ 522.564, 522.1362 [Deleted]
b. By deleting §§ 522.564 Sodium dia-

trizoate and meglumine diatrizoate in-
jection and 522.1362 Meglumine diatri-
zoate and sodium diatrizoate infec-
tion.

Effective date. This regulation is ef-
fective March 9, 1979.
(Sec:3. 512. 701(a). 52 StaL 1055, 82 StaL 343-
351 (21 U.S.C. 360b, 371(a)).)

Dated: March 5, 1979.

LESTER M. CRAwFoR,
Director, Bureau of
Veterinary Medicine.

ER Eoc. 719-7142 Filed 3-8-79; 8:45 aml

[4410-09-M]

CHAPTER i-DRUG
ADMINISTRATION,
OF JUSTICE

ENFORCEMENT
DEPARTMENT

PART 1310-PIPERIDINE REPORTING
AND PURCHASER IDENTIFICATION

AGENCY: Drug Enforcement Admin-
istration. Justice.

ACTION: Final rule.

SUMMARY: This rule is issued to es-
tablish interim regulations to imple-
ment Section 203(b)(2) of Title II-
PCP Criminal Penalties and Piperi-
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* dine Reporting-of Pub. L. 95-633,
"The Psychotropic Substances Act of
1978," as required by Section
203(b)(2). Specifically, Section
203(b)(2) requires that final interim
regulations be promulgated not later
than 75 days after the date of the en-
actment of Pub. L. 95-633, to detail
the manner and extent of piperidine
reporting and customer identification
requirements of Section 202(b) of Title
II of the Act.
EFFECTIVE DATE: The effective
date of this part is April 9, 1979. ,
FOR FURTHER INFORMATION
CONTACT.

Alfred A. Russell, Chief, Regulatory
Support Division, Drug Enforcement
Administration, telephone 202-633-
1570.

SUPPLEMENTARY INFORMATION:
A notice was published In the FEDERAL
REGISTER on December 11, .1978 (43 FR
57922) proposing to establish report-
ing and identification of purchaser re-
quirements pursuant to Section
203(b)(2) of Title II-PCP Criminal
Penalties and Piperidine Reporting-
of Pub. L. 96-633 "The Psychotropic
Substances Act of 1978." All interested
persons were given until January 10,
1979 to iubmit their comments or ob-
jections In writing regarding this pro-
posal.

Two manufacturers and one import-
r responded to the Notice. The im-

porter (BASF Wyandotte) suggested
that reporting of each importation"
within a seven-day period would be
burdensome and reporting of total im-
portation should be limited to an
annual import statement by reputable
importers. The Drug -Enforcement Ad-
rhilnistratlon (DEA) believes that
§ 1310.06 Exemptions, as revised from
proposed § 1310.05, provides adequate
relief for this concern. DEA also be-
lieves that semi-annual reporting is
justified.

Both manufacturers requested sev-
eral definitional clarifications and
changes in wording to preclude misin-
terpretation. These comments have re-
sulted in adding a section of defini-
tions, renumbering of the proposed
sections and wording changes in these
sections. DEA believes the revised sec-
tions satisfy all substantive comments
made concerning the original proposal.

Therefore, under, the authority
vested in him by the Act and by regu-
lations of the Department of Justice,
the Administrator of the Drug En-
forcement Administration hereby
orders that new Part 1310 be'added to
Title 21 of the Code of Federal Regu-
lations as follows:

* * * .

RULES AND REGULATIONS

PART 1310-PIPERDINE REPORTING AND
PURCHASER IDENTIFICATION

See.
1310.01 Definitions.
1310.02 Persons required to report.
1310.03 Contents of report.
1310.04 Frequency and format of reports.
1310.05 Purchaser identification.
1310.06 ExemptIois.

AuTHORrry: Sec. 203(b)(2) of Title II, Pub.
L. 95-633; 21 U.S.C. 830 note, 92 Stat. 3776.

§ 1310.01 Definitions.
As used in this part, the following

terms-shall have the meanings speci-
fied:

(a) The term "piperidine" includes
its salts and acyl derivitives;

(b) The term "individual purchaser"
means a human being not acting as an
agent or official of a, business entity'
(e.g., company, corporation, partner-
ship) or an accredited academic Insti-
tution;
(c) The term "person" includes any

individ'al, corporation- business trust,
partnership, association,.or other legal
entity. & -

§ 1310.02 Persons required to report.
Any person who distributes,- trans-

fers, sells, ships or imports piperidine,
unless exempted in accordance with
§ 1310.04(c) shall report: -

(a) Each importation of any quanti-
ty of piperidine and each transfer
from the importer of record to any
purchaser who is not the importer of
record;

(b) Each shipment of'piperidine In
any quantity to any individual or
entity other than an individual;
(c) All thefts or significantJosses of

piperidine.

§ 130.03 Content of reports.
Reports required under § 1310.02

shall include at least the following:
(a) For an individual purchaser:.
(1) The name, address and age of the

individual;
(2) The type of identification which

the individual purchaser presents to
confirm his identity with correspond-
ing identification numbers;

(3) The quantity and form of plperi-
dine;

(4) The date shipped and method of
shipment (company truck, picked up
by customer, etc.);

(5) The name and address of the
shipper;

(6) The name and title of the person
authorizing the shipment; and

(7) The intended use of the piperl-
dine.

(b) In the case of shipment to an
entity other than an individual:
. (1) The name and address of the

entity;

(2) The* name, address and title of
the person ordering or receiving the
piperidine;

(3) The type of identification pre-
sented to confirm the identity of the
person and the entity;

(4) The quantity and form of piper-
dine;

(5) The date shipped and method of
shipment;

(6) The name and address of the
shipper:

(7) The name and title of the person
authorizing shipment; and

(8) The intended use 'of the piperl-
dine.

§ 1310.04 Frequency and format of re-
ports.

(a) All reports required to be made
under this part shall be submitted to
the Drug Enforcement Administration
office nearest the reporter's place of
business, not later than seven (7) days
after the distribution, shipment or im-
portation.

(b) Reporting forms will be provided
by the Drug Enforcement Administra-
tion as soon as they are available and
may then be obtained from the near.
est Drug Enforcement office. In the
meantime; reports may be submitted
on plain bond paper or business letter-
head provided they contain the re-
quired information. A suggested
format for reporting is given below:
Supplier-Importer.
Name
Business phone
Address
City State Zip
Name of person authorizing shipment
Title
Purchaser.
Name
Business phone
Address
City . State - Zip
Age (if individual purchaser)
Name of Person Requesting Shipment
Title ,
Shipping address (if other than purchaser):
Street
City , State- ZipIdentification:'
Purchase Order No.
Drivers License No.
Credit Card No.
Other
Method of Shipment:
Company Truck
Common Carrier
Customer pick up.-
Other
Quantity and Form
Date of Shipment
Intended use of piperidine:

Loss or Theft:
Date - Quantity- In Transit
Theft from premises

(c) Notwithstanding the provisions
of sub-paragraph (a) hereof, and
§ 1310.06, beginning on June 30, 1979
and on each December 31 and June 30
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thereafter each person who distrib-
utes, ships or imports piperidine shall
submit to the Drug Enforcement Ad-
ministration office nearest his place of
business a complete list of all purchas-
ers of piperidine to which the shipper
has made shipment within the six (6)
months immediately preceding each
reporting date as hereinabove re-
quired. Such lists need only contain
the name and address of the purchas-
er and the quantity and date of each
shipment to that purchaser.

§ 1310.05 Purchaser identification.
Each person required to report

under Section 310(a) of the Act (21
U.S.C. 830) shall establish a system of
requiring positive identification of all
persons who purchase or receive piper-
idine from them. The Drug Enforce-
ment Administration recommends
that such identification consist of at
least a letterhead and signature of the
purchaser or his agent in the case of
business entities and~the usual identi-
fication (e.g., drivers license/credit
card combination) required for credit
transactions for sales to individuals.
However, alternative systems of posi-
tive identification may be acceptable
after review and approval by the ap-
propriate Regional" Director of the
Drug Enforcement Administration.

§ 1310.06 Exemptions.
Requests for exemption from report-

ing:
(a) Any person who distributes,

ships, sells or imports piperidine may
request exemption from reporting
shipments to the Drug Enforcement
Administration upon his certification
that a specific purchaser is known by
him to be ;. customer who has estab-
lished legitimate business credentials
for piperidine purchases. Such certifi-
cation may be on plain bond paper or
letterhead signed by a responsible
party and shall be submitted to the
Drug Enforcement Administration
office nearest the person's place of
business.

(b) Any person who imports piperl-
dine may request exemption from the
seven-day reporting requirement for
importation,, provided that each im-
portation is reported in accordance
with § 1310.04(c).

(c) Intra-company transfers or on-
site transfers between affiliate com-
panies of piperidine where the piperl-
dine is not removed from the control
of either the transferring company or
affiliated company are exempted from
the seven-day reporting requirement
upon request.

The Drug Enforcement Administra-
tion will inform the person requesting
the exemption of its approval or disap-
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proval within thirty (30) days follow-
ing receipt of the request.

This order, and the Interim regula-
tions Issued hereunder, are effective
April 9, 1979.

Dated: March 1, 1979.
P= B. BENSrNIGE,

Administrator,
Drug Enforcement

Administration.
[FR Doc. 79-7178 FlIed 3-8-79; 8:45 am]

[4910-22-M]
Title 23-Highways

CHAPTER I-FEDERAL HIGHWAY AD-
MINISTRATION, DEPARTMENT OF
TRANSPORTATION

SUBCHAPTER H-RIGHT-OF-WAY AND
ENVIRONMENT

PART 771-ENVIRONMENTAL
IMPACT AND RELATED STATEMENTS

Authority Citation
AGENCY: Federal Highway Adminis-
tration (FHWA), DOT.
ACTION: Notification of authority ci-
tation.
SUMMARY: At 43 FR 20978, May 16,
1978, the Federal Highway Adminis-
tration amended FHWA environmen-
tal regulations to allow the processing
as nonmajor Federal actions of pro-
jects having only a minimal effect
upon properties protected by section
4(f) of the Department of Transporta-
tion Act or section 106 of the National
Historic Preservation Act. This docu-
ment adds the authority citation
under which the amendment was
issued.
EFFECTIVE DATE: May 19, 1978.
FOR FURTHER INFORMATION
CONTACT.

Robert G. Clour, Environmental
Programs Division, 202/426-0106, or
Marguerite L. Price, Office of the
Chief Counsel, 202/426-0791.

SUPPLEMENTARY INFORMATION:
The proper authority citation for the
rule document 78-13222 which amend-
ed 23 CFR Part 771 published at 43
FR 20978 is as follows:
(16 U.S.C. 470!. 662(a). 1301; 23 U.S.C. 128.
138, 315; 42 U.S.C. 4332(2)(C) and (D), 7401;
49 U.S.C. 1653(f). 40 CFR 1500; and 49 CPR
1.48(b).)

Issued on: March 1, 1979.
Lon.uzo CASANOVA,

Chief CounseL
[FR Doe. 79-7155 Flied'3-8-79; 8:45 am]
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[4210-01-M]
Title 24-Housing and Urban

Development

CHAPTER X-FEDERAL INSURANCE
ADMINISTRATION

SUBCHAPTER B-NATIONAL ROOD
INSURANCE PROGRAM

Docket No. 5199]

PART 1915-IDENTIFICA'TION AND
MAPPING OF SPECIAL FLOOD
HAZARD AREAS

Communities With Minimal Flood
Hazard Areas

AGENCY: Federal Insurance Adminis-
tration, HI.

ACTION: Final rule.
SUMMARY: The Federal Insurance
Administrator, after consultation with
local officials of the communities
listed below, has determined, based
upon analysis of existing conditions in
the communities, that these communi-
ties' Special Flood Hazard Areas are
small In size. with minimal flooding
problems. Because existing conditions
indicate that the area is unlikely to be
developed in the forseeable future,
there is no Immediate need to use the
existing detailed study methodology to
determine the base flood elevations
for the Special Flood Hazard Areas.

Therefore, the Administrator is con-
verting the communities listed below
to the Regular Program of the Nation-
al Flood Insurance Program (NFIP)
without determining base flood eleva-
tions.
EFFECTIVE DATE The date of this
notice.
FOR FURTHER INFORMATION
CONTACT.

Mr. Richard W. Krimm. Assistant
Administrator, Office of Flood In-
surance, (202) 755-5581 or Toll Free
Line 800-424-8872, Room 5270, 451
Seventh Street SW., Washington,
D.C. 20410.

SUPPLEMENTARY INFORMATION:
In these communities, the full limits
of flood insurance coverage are availa-
ble at actuarial, non-subsidized rates.
The rates will vary according to the
zone designation of the particular area
of the community.

Flood insurance for contents, as well
as structures, is available. The maxi-
mum coverage available under the
Regular Program is significantly
greater than that available under the
Emergency Program.

Flood insurance coverage for proper-
ty located In the communities listed
can be purchased from any licensed
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property insurance agent or broker
serving the eligible community, or
from the National Flood Insurance
Program. The effective date of conver-
sion to the Regular Program will not
appear in the Code of Federal Regula-
tions except for the page number of
this entry in-the F ERAL REGISTER. _

The entry reads as follows:
§ 1915.9 List of Communities with Mini-

mal Flood Hazard Areas.

State, County and Community Name
Indiana, Porter, City of Valparaiso
Michigan, St. Joseph, Village of Colon
Michigan,'Wayne, City of Inkster
Ohio, Cuyahoga, City of Broadview Heights
Ohio, Butler, City of Middletown
Ohio, Cuyahoga, Village of Oakwood
Ohio, Summit, Village of Peninsula
Ohio, Hamltdn, City of Wyoming
Pennsylvania, Lycoming, Township of Mill

Creek
Pennsylvania, York, Borough of New Free-

dom
Louisiana. St. Helena Parish, Village of

Montpelier

(National Flood Insurance Act of 1968 (Title
XIII of Housing and Urban Development
Act of 1968), effective January 28, 1969 (33
FR 17804,.November 28, 1968). as amended
(42 U.S.C. 4001-4128); and; Secretary's dele-
gation of authority to Federal Insurance
Administratr, 43 FR 7719.)

In accordance with Section 7(o)(4) of the
Department of HUD Act, Section 324 of the
Housing and Community Amendments of
1978, Pub. L. 95-557, 92 Stat. 2080, this rule
has been granted waiver of Congressional
review requirements in order to permit it to
take effect on the date Indicated.

Issued: February 23, 1979.

GLORIA M. JIMENEZ,
Federal Insurance Administrator.

[FR Doe. 79-6809 Filed 3-8-79; 8:45 am]

[4210-01-M]

[Docket No. FI-47211

PART 1917-APPEALS FROM PRO-
POSED FLOOD ELEVATION DETER-
MINATIONS.

Final Flood Elevation Determination
for the City of Hilliard, Franklin
County, Ohio

AGENCY: Federal Insurance Adminis-
tration, HUD.
ACTION: Final rule.

SUMMARY: Final base (100-year)
flood elevations are listed below for se-
lected locations in the City of Hilliard,
Franklin County, Ohio. These base
(100-year) flood elevations are the
basis for the flood plain management
measures that the community is re-
quired to either adopt or show evi-
dence of being already in effect in
order to qualify or remain qualified
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for participation in the national flood
insurance program (NFIP),

EFFECTIVE DATE: The date of issu-
ance of ,the flood insurance rate map
(FIRM), showing base (100-year) flood
elevations, for the City of Hilliard,
Franklin County, Ohio.

ADDRESS: Maps and other informa-
tion showing the detailed outlines of
the flood-prone areas and the final
elevations for Franklin County are
available for review at 3800 Municipal
Square, Hilliard, Ohio.

FOR FURTHD INFORMATION'
CONTACT:,

Mr. Richard Krimm, Assistant Ad-
ministrator, Office of Flood Insur-
ance, Room 5270, 451 Seventh Street
SW., Washington, D.C. 20410, 202-
755-5581 or toll-free line 800-424-
8872.

SUPPLEMENTARY INFORMATION:
The Federal Insurance Administrator
giyes notice of the final determina-
tions of flood elevations for the City
of Hilliard, Franklin County, Ohio.

This final rule is issued in accord-
ance with section 110 of the Flood Dis-
aster Protection ACt of 1973 (Pub. L.
'93-234), 87 Stat. 980, which added sec-
,tion 1363 to the National Flood Insur-
ance Act of 1968 (Title XIII of the
Housing and Urban Development Act
of 1968 (Pub. L. 90-448), 42 U.S.C.
4001-4128, and 24 CFR 1917.4(a)). An
opportunity for the community or in-
dividuals to appeal this determination
to or through the community for a
period of ninety (90) days has been
provided. No appeals of the proposed
base flood elevations were received
from the community or from indilvid:
uals within the community. -

The Administrator has developed
criteria for flood plain management in
flood-prone areas in accordance with
24 CFR Part 1910.

The final base (100-year) flood eleva-
tions for selected locations are:

Elevation
In feet

Source of flooding Location national
geodetic
vertical
datum:

Clover Groff South corporate limits ... 937
Ditch. Just downstream of 940

- Scioto Darby Creek
Road.

Hayden Run.. East corporate limit ....... 909
640 feet upstream of }10

Avery Road.
1,400 feet upstream o 912

Avery Road.
Tudor Ditch..... 100 feet upstream of 870

east corporate limit.
50 feet upstream of 875

Parkway Lane.
940 feet upstream of 880

Parkway Lane.
Just downstream of 889

ConRail.
Hamllton.Ditch ...- East corporatellmit -_ 869

(National Flood Insurance Act of 1968 (Title
XIII of Housing and Urban Development
Act of 1968), effective January 28, 1969 (33
PR 17804. November 28, 1968), as amended
(42 U.S.C. 40014128); and Secretary's dele-
gation of authority to Federal Insurance
Administrator, 43 FR 7719.)

In accordance with Section 7(o)(4) of the
fDepartment of HUD Act, Section 324 of the
Housing and Community Amendments of
1978, Pub. L. 95-557, 92 Stat. 2080, this rule
has been granted waiver of Congressional
review requirements In order to permit it to
take effect on the date indicated.

Issued: January 22, 1979.
GLORIA M. JIMENEZ,

Federal Insurance Administrator.
[FR Doc. 79-6790 Filed 3-8-79; 8:45 am]

[4210-01-M]

[Docket No. PI-46393

PART 1917-APPEALS FROM PRO-
POSED FLOOD ELEVATION DETER-
MINATIONS

Final Flood Elevation Determination
for the Village of Jefferson, Ashta-
bula County, Ohio,

AGENCY: Federal Insurance Adminis-
tration, HUD.

ACTION: Final rule.
SUMMARY: Flfial .base (100-year)
flood elevations are listed below for se-
lected locations in the Village of Jef-
ferson, Ashtabula County, Ohio.
These base (100-year) flood elevations
are the basis for the flood plain man-
agement measures that the communi-
ty is required to either adopt or show
evidence of being already in effect In
order to qualify or remain qualified
for participation in the national flood
insurance program (NFIP).

EFFECTIVE DATE: The date of Issu-
ance of the flood insurance rate map
(FIRM), showing base (100-year) flood
elevations, for the Village of Jefferson,
Ashtabula Comity, Ohio.
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Elevation
in feet.

Source of flooding Location national
geodetic
vertical
datum

100 feet downstream of 870
Lyman Drive.

800 feet upstream of 884
Lyman Drive.'

Just downstream of 808
ConRail.

Just upstream of 002
ConRail.

Just downstream of 003
Leap Road.

Just upstream of Leap 907
Road.

1,670 feet upstream of 012
Leap Road.



RULES AND REGULATIONS

ADDRESS: Maps and other informa-
tion showing the detailed outlines of
the flood-prone areas and the final
elevations for the Village of Jefferson
are available for review at the Village
Hall, 27 East Jefferson Street, Jeffer-
son, Ohio.
FOR FURTHER INFORMATION
CONTACT'.

Mr. Richard Krimm, Assistant Ad-
ministrator, Office of Flood Insur-
ance, Room 5270, 451 Seventh Street
SW., Washington, D.C. 20410, 202-
755-5581 or toll-free line 800-424-
8872.

SUPPLEMENTARY INFORMATION:
The Federal Insurance Administrator.
gives notice of the final determina-
tions-of flood elevations for the Vil-
lage of Jefferson, Ashtabula County,
Ohio.

This final rule is issued in-accord-
ance with section 110 of the Flood Dis-
aster Protection Act of 1973 (Pub. L.
93-234), 87 Stat. 980, which added sec-
tion 1363 to the National Flood Insur-
ance Act of 1968 (Title XI of the
Housing and Urban Development Act
of 1968 (Pub. L. 90-448), 42 U.S.C.
4001-4128, and 24 CFR 1917.4(a)). An
opportunity for the community or in-
dividuals to-appeal this determination
to or through the community for a
period of ninety (90) days has been
.provided. No appeals of the proposed
base flood elevations were received
from the community or from individ-
uals within the community.The Administrator has developed
criteria for flood plain management in
flood-prone areas in accordance with
24 CFR Part 1910.

The final base (100-year) flood eleva-
tions for selected locations are:

Elevatlon
in feet,

Source of flooding Location national
geodetic
vertical
datum

Cemetery Creek.. At Poplar Street-..--- 866
200 feet upstream of 868

Poplar Street.
600 feet upstream of 870

Poplar Street.
250 feet downstream of 872

Elm Street.
250 feet upstream of 874

Elm Street.
Just downstream of" 882

Chestnut Street.
Just upstream of 884

Chestnut Street,
500 feet upstream of 885

Chestnut Street.

(National Flood Insurance Act of 1968 (Title
XII of Housing and Urban Development
Act of 1968), effective January 28. 1969 (33
FR 17804, November 28, 1968), -s amended
(42 U.S.C. 4001-4128); and Secretary's dele-
gation of authority' to Federal Insurance
Administrator, 43 FR 7719.)

In accordance with Section 7(oX4) of the
Department of HUD Act, Section 324 of the

Housing and Community Amendments of
1978. P.L. 95-557, 92 Stat. 2030. this rule has
been granted waiver of Congressional review
requirements in order to pernit It to take
effect on the date indicated.

Issued: January 25, 1979.
GLORIA M. Jrz.

Federal Insurance Administrator.
EFR Doc. 79-6791 Filed 3-8-79: 8:45 am]

[4210-01-M]

,Docket No. 1-46401

PART 1917-APPEALS FROM- PRO-
POSED FLOOD ELEVATION DETER-
MINATIONS '

Final Flood Elevation Determination
for the City of Mentor-on-the-Lake,
Lake County, Ohio

AGENCY: Federal Insurance Adminis-
tration, HUD.
ACTION: Final rule.
SUMMARY: Final base (100-year)
flood elevations are listed below for sd-
lected locations in the City of Mentor-
on-the-Lake, Lake County, Ohio.

These base (100-year) flood eleva-
ton are the basis for the flood plain
management measures that the com-
munity is required to either adopt or
show evidence of being already In
effect in order to qualify or rtmain
qualified for participation in the na-
tional flood insurance progradi
(NFIP).
EFFECTIVE DATE: The date of issu-
ance of the flood insurance rate map
(FIRM), showing base (100-year) flood
elevations, for the City of Mentor-on-
the-Lake, Lake County, Ohio.
ADDRESS: Maps and other informa-
tion showing the detailed outlines of
the flood-prone areas and the final
elevations for the City of Mentor-on-
the-Lake are available for review at
the City Hall, 5860 Andrews Road,
Mentor-on-the-Lake, Ohio.
FOR FURTHER INFORMATION
CONTACT:

Mr. Richard Krimm. Assistant Ad-
ministrator, Office of Flood Insur-
ance, Room 5270, 451 Seventh Street
SW., Washington, D.C. 20410. 202-
755-5581 or toll-free line 800-424-
8872.

SUPPLEMVENTARY INFORMATION:
The Federal Insurance Administrator
gives notice of the final deterinina-
tions of flood elevations for the City
of Mentor-on-the-Lake, Lake County,
Ohio.

This final rule is issued in accord-
ance with section 110 of the Flood DIs-
aster Protection Act of 1973 (Pub. L.
93-234), 87 Stat. 980, which added sec-

tlon 1363 to the National Flood Insur-
ance Act of 1968 (Title XIII of the
Housing and Urban Development Act
of '1 68 (Pub. L. 90-448). 42 U.S.C.
4001-4128, and 24 CFR 1917.4(a)). An
opportunity for the community or in-
dividuals to appeal this determination
to or through the community for a
period of jiinety (90) days has been
provided. No appeals of the proposed
base flood elevations were received
from the community or from individ-
uals within the community.

The Administrator has developed
criteria for flood plain management in
flood-prone areas in accordance with
24 CFR Part 1910.

The final base (100-year) flood eleva-
tions for selected locations are:

Elevatio
in feet.

Source of flcoding Locatlon national
geodetic
vertimc
datum

Lake Ere . Entire City of Mentor- 576
a-the-Lke.

(National Flood Insurance Act of 1968 (Title
of Housing and Urban Development

Act of 1968). effective January 28, 1969 (33
FR 1'804, November 28. 1968). as amended
(42 U.S.C. 40014128) and Secretary's dele-
gation of authority to Federal Insurance
Administrator. 43 FR 7719.)

In accordance with Section 7(o)(4) of the
Department of HUD Act, Section 324 of the
Housing and Community Amendmerts- of
1978. Pub. L. 95-557. 92 StaL 2080. thks rule
has been granted waiver of Congressional
review requirements in order to permit It to
take effect on the date indicated.

Issued: January 24, 1979.
GLORn M. JunEz

Federal Insurance Administratorn
FR Doc. 79-6792 Filed 3-8-79:.8:45 am]

[4210-01-M]

EDocket No. FI-46421

PART 1917-APPEALS FROM PRO-
POSED FLOOD ELEVATION DETER-
MINATIONS

Final Flood Elevation Determination
for the Village of Waite Hill, Lake
County, Ohio

AGENCY: Federal Insurance Adminis-
tratlon, HUD.
ACTION: Final rule.

SUMMARY: Final base (100-year)
flood elevations are listed below for se-
lected locations in the Village of Waite
Hill, Lake County. Ohio. These base
(100-year) flood elevations are the
basis for the flood plain management
measures that the community is re-
quired to either adopt or show evi-
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dence of being ahleady in' effect 'in
order to qualify or remain qualified
for participaktion in the national flood
insurancd'program (NFIP).
EFFECTIVE DATE: The date of issu-
ance of the flood insurance rate, map
(FIRM), ih6wing base' (100-year) flood
elevations, for the Village of Waite
Hill, Lake County, Ohiio.

ADDRESS: Maps and other linforma-
tion showing the detailed outlines of

- the flood-prone areas and the final
elevations for the Village of Waite Hill
are available for review at the Village
Hall, Eagle Road, Waite Hill, Ohio.
FOR FURTHER INFORMATION
"CONTACT:

Mr. Richard Krimm, Assistant Ad-
ministrator, Office of Flood Insur-
ance, Room 5270, 451 Seventh Street
SW., Washington, D.Cf20410, 202-755-5581 or toll-free line 800-424-
8872.

SUPPLEMENTARY INFORMATION:
The Federal Insurance Administrator

* gives notice of the final determina-
tions of flood elevations for the Vil-
lage of Waite.Hill, Lake County, Ohio.

This final rule is issued in accord-
ance-with.section 110 of the Flood Dis-
aster Protection Act of 1973 (Pub. L.
93-234), 87 Stat. 980, which added sec-
tioin 1363 to the National Flood Insur-
ance Act of 1968 (Title XIII of the
Housing and Urban Development Act
of 1968 (Pub. L. 90-448), 42 U.S.C.
4001-4128, and 24 ,CFR 1917.4(a)). An
opportunity for the c6nmunity or' in-
dividuals to appeal this determination
to or through the community for a
period of ninety (90) days has been
provided. No appeals of the proposed
base flood elevatiors were received
from the community or from individ-
uals within the community.

The Administrator has developed
criteria for flood plain management in
flood-prone areas in accordaice with
24 CFR Part1910. ,

The final base (100-year) flood eleva-
tions for selected locations are:

Elevation
In feet,

Source of flooding Location national
geodetic
vertical
datum

Chagrin River ........ At confluence of East 618

East Branch
Chagrin River..

Branch Chagrin River
(corporate lim=t.

0.9, miles upstream of
Riverside Drive.

0.62 miles downstream
of Eagle Road.

Upstream side of Eagle
Road.

Upstream corporate.
limit

At confluence wth
Chagrin River.

0.4 mIles upstream of
'Northeast Bound 1-90.

0.64 miles downstream
of Markell Road.

RULES AND REGULATIONS

Elevation
in feet.

Source of flooding, Location national
geodetic
vertical
datum

,0.34 miles downstream 631
of Marken Road.

Upstream corporate' 638
limit.

-(National Flood Insurance Act of 1968 (Title
XIII of Housing and Urban Development
Act of 1968),- effective January 28, 1969 (33
FR 17804, November 28, 1968), as amended
(42 U.S.C. 4001-4128); and Secretary's dele-
gation of authority to Federal Insurance
Administrator, 43 FR 7719.) ,

In accordance with Section 7(o)(4) of the
Department of HUD-Act, Section 324 of the
Housing and Community Amendments of
1978, Pub. L. 95-557, 92 Stat. 2080, this-rule
has been granted waiver of Congressional
review requireinents in order to permit It to
take effect on the date indicated.

Issued: January 22, 1979.

GLORIA M. JMENsz, °

Federal Insurance Administrator.
[FR Doc. 39-6793 Filed 3-8-79; 8:45 am]

[4210-01-M] -

[Docket No. FI-3744]

PART 1917-APPEALS FROM PRO-
POSED FLOOD ELEVATION DETER-
MINATION

Yinal Flood Elevation Determination.
for the City of Duncan, Stephens
County, Oklahoma

AGENCY: Federal Insurance Adminis-
tration, HUD. -

ACTION: Final rule.

SUMMARY: Final base (100-year)
flood elevations are listed below for se-
lected locations in the City of Duncan,
Stephens County, Oklahoma.

These base (100-year) flood eleva-
tions are the basis for the flood plain
management measures that the com-
munity is required to- either adopt or
show evidence of being already in
effect in order to qualify or remain
qualified for participation in the na-
tional fl6od Insurance program
(NFIP). -

EFFECTIVE DATE: The date of issu-
ance of the flood insurance rate map
(FIRM), showing base (100-year) flood
elevations, for the City of Duncan,

- Stephens County, Oklahoma.'
ADDRESS: Maps and other informa-
tion showing the detailed outlines of
the flbod-prone areas and the final
elevations for the City of Duncan, Ste-
phens County, Oklahoma, are availa-
ble for review at the City Engineer's
Office, -Eighth and Willow Streets,
Duncan, Oklahoma.

FOR FURTHER INFORMATION
CONTACT:

Mr. - ichard Xrmm, Assistant Ad-
-ministrator, Office of "Flood, Insur-
ance, Room 5270, 451 Seventh Street
SW., Washington, D.C. 20410, 202-
755-5581 or toll-free line 800-424-
8872.

SUPPLEMENTARY INFORMATION:
The Federal Insurance Administrator
gives-notice of the final determina-
tions of flood elevations for the City
of Duncan, Stephens County, Oklaho-
ma.

This final rule Is issued in accord-
ance with section 110 of the Flood Dis-
aster Protection Act of 1973 (Pub. L.
93-234), 87 Stat. 980, which added sec-
tion 1363 to the National Food Insur-
ance Act of 1968 (Title XIII of the
Housing and Urban Development Act
of 1968 (Pub. L. 90-448), 42 U.S.C.
4001-4128, and 24 CFR 1917.4(a)). An
opportunity for the community or In-
dividuals to appeal this determination
to or through the community for a
period of ninety (90) days has been
provded,and the Administrator has
resolved the appeals presented by the
community.

The Administrator has developed
criteria for flood plain management in
flood-prone areas in accordance with
24 CFR Part 1910.

The final base (100-year) flood eleva-
tions for selected locations are:

Elevation
In feet.

Source of flooding Location national
geodetic
vertical
datum

Clarldy Creek ....... Just upstream of 1003
Seminole Street.

Just downstream of Bob 1080
D'Arc,

Just downstream of Oak 1102
Avenue.

Just upstream of Elk 1130
Avenue.

Cow Creek ........ Just upstream of State 1071
Highway 7 culvert.

Holiday Inn Fork.. Just downstream of Elk 1140
Avenue.

Willow Creek....... Just downstream of Fair 1085
Park Boulevard,

Just upstream of Main 1101
Street.

Just downstream of 1182
Plato Road.

Tributary B ........... Jubt upstream of Beech 1100
Street.

Tributary D ....... Just upstream of Park 1100
Avenue.

Tributary E.....Approximately 100 feet 111
downstream of Pecan
Avenue.

Tributary F. ......... Just downstream of 100
State Highway 7.

(National Flood Insurance Act of 1908 (Title
XIII of Housing and Urban Development
Aft of 1968). effective January 28, 1969 (33
FR 17804, November 28, 1968), as amended
(42 U.S.C. 4001-4128); and Secretary's delg-
gation of authority to Federal Insuranceq
Administrator, 43 FR 7719.)
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In accordance with Section 7(o)(4) of
Department of Housing and Urban Deve
ment Act, Section 324 ot the Housing
Community Amendments of 1978, Pub
95-557, 92 Stat. 2080. this rule has I
granted waiver of Congressional review
qulrements In order to permit it to I
effect on the date indicated.

-Issued: January 22, 1979.
GLORIA M. JIMENEZ,

Federal Insurance Administrato
FR Doc. 79-6794: Filed 3-8-79; 8:45 ai

[4210-01-M]

[Docket No. FI-4566]

PART 1917-APPEALS FROM PF
POSED FLOOD ELEVATION DET
MiNATIONS

Final Flood Elevation Determinatii
for the City of Drain, Doug
County, Oregon

AGENCY: Federal Insurance Adm
tration, HU).

ACTION: Final rule.
SUMKARY: Final base (100-ye
flood elevations are listed below for
lected locations in ihe City of D
Douglas County, Oregon. These b
(100-year) flood elevations are i
basis for the flood plain managem
measures that the community -is
quired to either adopt or show.
dence of being already in effect
order to qualify or remain qual!
for participation in the national fl(
insurance progra:m (NFI-P).
EFFECTIVE DATE: The date of Is
ance of the flood insurance rate n
(FIRM), Showing base (100-year) fl(
elevations, for. the . City of Dri
Oregon.
ADDRESS: Miaps and other infori
tion showing the detailed outlines
the flood-prone areas and the fl
elevations for the City of Drain,
available for review at City Hall, C
Administrator's Office, Drain, Oreg
FOR FURTHER INFORMATIi
CONTACT.

Mr. Richard Krlmm, Assistant
ministrator, Office of Flood Ins
ance, Roorh 5270, 451 Seventh Str
SW., Washington, D.C. 20410, 2
755-5581 or toll-free line 800-4

-8872.
SUPPLEMENTARY INFORMATIC
The Federal Insurance Administra
gives notice of the final determi
tons of flood elevations for, the C
of Drain, Oregon.

This final rule is issued in acco
ance with section 110 of the Flood I
'aster Protection Act of 1973 (Pub.
93-234), 87 Stat. 980, which added s

RULES AND REGULATIONS

the tion 1363 to the National Flood Insur-
lop- ance Act of 1968 (Title XIII of the
and Housing and Urban Development Act

I. of 1968 (Pub. L. 90-448), 42 U.S.C.
ieen 4001-4128, and 24 CFR 1917.4(a)). AnIre-
take opportunity for the community or in-

dividuals to appeal this determination
to or through the community for a
period of ninety (90) days has been
provided. No appeals of the proposed

r. base flood elevations were received
from the community or from IndIlvid-
uals within the community.

The Administrator has developed
criteria for flood plain management In
flood-prone areas In accordance with

" 24 CFR Part 1910.
The final base (100-year) flood eleva-

tions for selected locations are:
R-ER- Elevaton

Infect.
Source of flooding location national

ceodetic
ons Vertical
Ilas datum

Elk Creek......-.... Fir Street-20 feetL*. 237
Cedar Street-100 feet*. 291

ais- Footbrldae-lOO feet*-. 294
Southern PacIfIc . 290

Rafzad-lO feet'.
Pass Creek - Southern Pacfic 293

RaUroad-20 feet*.
ar) B Street-100 feet. 296
se-
ain, "Upstream of centerline.
ase (National Flood Insurance Act of 1968 (Title
the MII of Housing and Urban Development
ent Act of 1968), effective January 28, 1969 (33
re- FR 17804, November 28. 1968). as amended
evI- (42 US.C. 4001-4128); and Secretary's dele-

gation of authority to Federal Insurancein Administrator, 43 FR 7719.)
In accordance with Section 7(o)(4) of the

Department of HUD Act, Section 324 of the
Housing and Community Amendments of

su- 1978, Pub. L. 95-557, 92 Stat. 2080. this rule
lap has been granted waiver of Congressional
)od review requirements In order to permit it to
tin, take effect on the date Indicated.

Issued, January 25, 1979.
na- GLOnrA AL JumEnz,

of Federal Insurance Administrator.
Lnal [FR Doc. 79-6795 Fflect 3-8-79; 8:45 am]
are
Iity
O0. [4210-O1-M]

(Docket No. PI1-4569]
Ad-
u PART 1917-APPEALS ifROM PRO-
eet POSED FLOOD ELEVATION DETER-
02- MINATIONS
24-

Final Flood Elevation Determination
)N: for the City of Riddle, Douglas
tor County, Oregon
na-
ity AGENCY: Federal Insurance Adminis-

tration, HUD.
rd-
is- ACTION* Fina rule.
L. SUMMARY: Final base (100-year)

ec- flood elevations are listed bblow fer se-

12999

lected locations In the City of Riddle,
Douglas County, Oregon. These base
(100-year) flood elevations are the
basis for the flood plain management
measures that the community is re-
quired to either adopt or show evi-
dence of being already in effect in
order to qualify or remain qualified
for participation in the national flood
insurance program (NFIP).
EFECTIVE DATE: The date of issu-
ance of the flood insurance rate map
(FIRM), showing base (100-year) flood
elevations, for the City of Riddle,
Oregon.
ADDRESS: Maps and other infornma-
tion showing the detailed outlines of
the flood-prone areas and the final
elevations for the City of Riddle, are
available for review at City Hall, 647
1st Avenue, Riddle, Oregon.

FOR FURTHER INFORMATION
CONTACT.

Mr. Richard Krimm, Assistant Ad-
mini trator, Office of Flood Insur-
ance, Room 5270, 451 Seventh Street
SW., Washington, D.C. 20410, 202-
755-5581 or toll-free line 800-424-
88T2.

SUPPLEMENTARY INFORMATION:
The Federal Insurance Administrator
gives notice of the final determina-
tions of flood elevations for the City
of Riddle, Oregon.

This final rule is issued in accord-
ance with section 110 of the Flood Dis-
aster Protection Act of 1973 (Pub. L.
93-234), 87 Stat. 980, which added sec-
tion 1363 to the National Flood Insur-
ance Act of 1968 (Title XIII of the
Housing and Urban Dei'elopment Act
of 1968 (Pub. L. 90-448). 42 U.S.C.
4001-4128, and 24 CPR 1917.4(a)). An
opportunity for the community or in-
dividuals to appeal this determination
to or through the community for a
period of ninety (90) days has 'been
provided. No appeals of-the proposed
base flood elevations were received
from the community or from individ-
uals within the community.

The Administrator has developed
criteria for flood plain management in
flood-prone areas in accordance with
24 CFR Part 1910.

The final base (100-year) flood eleva-
tions for selected locations are:

Elevation
in feet

Source of flooding LocatIM ntonal
geodetic
vertical
datum

Cow Creek Dous D tream corporate 669
limits.

Main Street-20 feet 672
upstream of centerline.

(National Flood Insurance Act of 1968 (Title
XIII of Housing and Urban Development
Act of 1968), effective January 28, 1969 (33
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FR 17804, November 28, 1968), as amendec
(42 U.S.C. 4001-4128); and Secretary's dele
gation of authority to Federal Insuranc
Administrator, 43 FR 7719.)

In accordance with Section 7(o)(4) of th(
Department of HUD Act, Section 324 of th4
Housing and Community Amendments o:
1978, Pub. L. 95-557, 92 Stat. 2080, this rulh
has been granted waiver of Congressiona
review requirements in order to permit it t(
take effect on the date indicated.

Issued: January 25, 1979.
GLORIA M. JIMENEZ,

Federal Insurance Administrator.
[FR Doc. 79-6796 Filed 3-8-79; 8:45 am]

[4210-01-M]

[Docket No. PI-4242]

PART 1917-APPEALS FROM FLOOE
ELEVATION DETERMINATION ANE
JUDICIAL REVIEW

Final Flood Elevation Determinatior
for the, City. of Chester,- Delawarc
County, Pennsylvania'

AGENCY: Federal Insurance Adminis
tration, HUD.
ACTION: Final rule.

SUMMARY: Final base (100-year:
flood elevations are listed below for se
lected locations in the City of Chester
Delaware County, Pennsylvania
These base (100-year) flood elevationi
are the basis for the'flood plain man,
agement measures that the communi
ty is required to either adopt or shom
evidence of being already in effect ir
order to qualify or remain qualiflec
for participation in the national flooc
insurance program (NFIP).

EFFECTIVE DATE: The date of issu
ance of the flood insurance rate mal
(FIRM), showing base (100-year) flooc
elevations, for the City of 'Chester

'Delaware County, Pennsylvania-
ADDRESS: Maps and other informa
tion showing the detailed outlines oJ

•the flood-prone areas and the fina
elevations for the City of Chester
Delaware County, Pennsylvania, ar
available for review at the Municipa:
Building Annex, 5th. and - Welst
Streets, Chester, Pennsylvania.
FOR FURTHER INFORMATIOIS
CONTACT: . I

Mr. Richard Krimm, Assistant Ad
ministrator, Office of Flood Insur
gnce, Room 5270, 451 Seventh Streel
SW., Washington, D.C. 20410, 202-
755-5581 or toll-free line 800-424-
8872.

SUPPLEMENTARY INFORMATION
The Federal Insurance Administrato
gives hotice of the final determina
tions of flood elevations for the Cit)

RULES AND ,REGULATIONS

I of Chester, Delaware County, Pennsyl
vania.

This final rule is issued in accord-
ance with section 110 of the Flood Dis-
aster Protection Act of 1973 (Pub. L.
93-234), 87 Stat. 980, which added sec-
tion 1363 to the National Flood Insur-
ance Act of 1968 (Title XIII of the
Housing and Urban Development Act
of 1968 (Pub. L. 90-448), 42 U.S.C.
4001-4128, and 24 CFR 1917.4(a)). An
opportunity for the community or in-
dividuals to appeal this determination
to or through the community for a
period of ninety (90) days has been
provided. No appeals of the proposed
base flood elevations were received
from the community or from individ-

p uals within'the community.

P The Administrator has developed
criteria for flood plain management in
flood-prone areas in accordance with
24 CPR Part 1910.

The final base (100-year) flood eleva-
tions for selected locations are:

Elevation
In feet,

Source of flooding Location national
geodetic
vertical
datum

* Ridley'Creek.. Corporate lhmits 41
- upstream.

Chester Park Dam 32
upstream.

Cheater Park Dam 31
r downstream.
. -Eat 25th Street 23

upstream.
Interstate Route 95 14

upstream. -
4th Street upstream . 12

Chester Creek.- Corporate limits 28
upstream.

Chessle System 26
upstream.

9th Street upstream ....... 24
2nd Street upstream ...... 13

(National Flood Insurance Act of 1968 (Title
XIII of Housing and Urban Development
Act of 1968), effective January 28, 1969 (33
FR 17804, November 28, 1968),'as amended
(42 U.S.C. 4001-4128); and Secretdiy's dele-

L gation of authority to Federal Insurance-
Administrator, 43 FR 7719.)

r In accordance with Section 7(o)(4) of the
Department of HUD Act, Section 324 of the
Housing and Community Amendments of
1978, P.L. 95-557, 92 Stat. 2080, this rule has
been granted waiver of Congressional review
requirements in order to permit It to take
effect on the date indicated.

Issued: January 5, 1979.

[: .GLORIA M. JIMENEZ,
Federal InsUrance Administrator.

r [FR Doc.79-6797 Filed 3-8-79; 8:45 am]

[4210-01-M]

(Docket No. PI-4596]

PART 1917-APPEALS FROM PRO-
POSED FLOOD ELEVATION DETER-
MINATION

Final Flood Elevation "Determination
for the Township of Cleveland, Co-
lumbia County, Pennsylvania

AGENCY: Federal Instirance Adminis-
tration, HUD.
ACTION: Final rule.
SUMMARY: Final base (100-year)'
flood elevations are listed below for se.
lected locations in the Township of
Cleveland, Columbia County, Pennsyl-
vania. These base (100-year) flood ele-
vations are the basis for the flood
plain management measures that the
community is required to either adopt
or show evidence of being already In
effect in order to qualify or remain
qualified for participation In the va-
tional flood insurance program
(NFIP).
EFFECTIVE DATE: The date of issu-
ance of theflood Insurance rate map
(FIRM), showing base (100-year) flood
elevations, for the Township of Cleve-
land, Columbia County, Pennsylvania.
ADDRESS: Maps and other Informa-
tion showing the detailed outlines of
the. flood-prone areas and the final
elevations for the Township of Cleve-
land, Columbia County, Pennsylvania,
are available for review at the Cleve-
land Township Municipal Building,
Fisherdale, Pennsylvania.
FOR FURTHER INFORMATION
CONTACT:

Mr. Richard Krmm, Assistant Ad-
ministrator, Office of Flood Insur-
ance, Room 5270, 451'Seventh Street
SW., Washington, D.C. 20410, 202-
755-5581 or toll-free line 800-424-
8872.

SUPPLEMENTARY INFORMATION:
The Federal Insurance Administrator
gives notice of the final determina-
tions of flood elevations for the Town-
ship of Cleveland, Columbia County,
Pennsylvania.
,This final rule Is Issued In accord.

ance with section 110 of the Flood Dis-
aster Protection Act of 1973 (Pub. L.
93-234), 87 Stat. 980, which added sec-
tion 1363 to the National Flood Insur-
ance Act of 1968 (Title XIII of the
Housing and Urban Development Act
of 1968 (Pub. L. 90-448), 42 U.S.C.
4001-4128, and 24 CFR 1917.4(a)). An
opportunity for the community or in-
dividuals to appeal this determination
to or through the community for a
period of ninety (90) days has been

'provided. No appeals of the proposed
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base flood elevations were received
from the community or from individ-
uals within the community.

The Administrator has developed
criteria for flood plain management in
flood-prone areas in accordance with
24 CFR Part 1910.

The final base (100-year) flood eleva-
tions for selected locations are:

Elevation
in feet.

Source of flooding Location - national
geodetic
vertical
datum

Roaring Creek. Covered Bridge No. 10 621
(Upstream).

Bridge No. 11 645
(Upstream).

Bridge No. 12 692
(Upstream).

South Branch Confluence with Mugser 613
Roaring Creek. Run.

Bridge No. 31 647
(Upstream).

Bridge No. 32 661
(Upstream).

MugserRun.- Confluence with South 613
Branch Roaring Creek.

Township Route 316 632
(Upstream).

Johnson Covered Bridge 663
(Upstream).

(National Flood Insurance Act of 1968 (Title
XIII of Housing and Urban Development
Act of 1968), effective January 28, 1969 (33
FR 17804, November 28, 1968), as amended
(42 U.S.C. 4001-4128); and Secretary', dele-
gation of authority to Federal Insurance
Administrator, 43 FR 7719).
'In accordance with Section 7(o)(4) of the

Department of HUD Act, Section 324 of the
Housing and Community- Amendments of
1978, Pub. L. 95-557, 92 Stat. 2080, this rule
has been granted waiver of Congressional
review requirements in order to permit It to
take effect on the date indicated.

Issued: January 24, 1979.
GLORIA M. JIIENEz,

Federal Insurance Administrator.
FR Doe. 79-6798 Filed 3-8-79; 8:45 am]

[4210-01-M]

[Docket No. FI-4571]

PART 1917-APPEALS FROM PRO-
POSED FLOOD ELEVATION DETER-
MINATIONS

Final Flood Elevation Determination
for the Borough of Everson,
Fayette County, Pa.

AGENCY: Federal Insurance Adminis-
* tration, HUD
ACTION: Final rule.

SUMMARY: Final base (100-year)
flood elevations are listed below for se-
lected locations in the Borough of
Everson, Fayette County, Pa. These
base (100-year) flood elevations are
the basis for the flood plain manage-

RULES AND REGULATIONS

ment measures that the community Is
required to either adopt or show evi-
dence -of being already In effect in
order to qualify or remain qualified
for participation in the national flood
insurance program (NFIP).
EFFECTIVE DAT. The date of Issu-
ance of the flood insurance rate map
(FIRM), showing base (100-year) flood
elevations, for the Borough of Ever-
son, Fayette County, Pa.
ADDRESS: laps and other informa-
tion showing the detailed outlines of
the flood-prone areas and the final
elevations for the Borough of Everson,
Fayette County, Pa., are available for
review at the Everson Borough Build-
ing, Brown Street, Everson, Pa.
FOR FURTHER INFORMATION
CONTACT.

Mr. Richard Krinm, Assistant Ad-
ministrator, Office of Flood Insur-
ance, Room 5270, 451 Seventh Street
SW., Washington, D.C. 20410, 202-
755-5581 or toll-free line 800-424-
8872.

SUPPLEMEARY INFORATION:
The Federal Insurance Administrator
gives notice of the final determina-
tions of flood elevations for the Bor-
ough of Everson, Fayette County, Pa.

This final rule is Issuied In accord-
ance with section 110 of the Flood DIs-
aster Protection Act of 1973 (Pub. L
93-234), 87 Stat. 980, which added sec-
tion 1363 to the National Flood Insur-
ance Act of 1968 (Title XIII of the
Housing and Urban Development Act
of 1968 (Pub. L. 90-448), 42 U.S.C.
4001-4128, and 24 CFR 1917.4(a)). An
opportunity for the community or In-
dividuals to appeal this determination
to or through the community for a
period of ninety (90) days has been
provided. No appeals of the proposed
base flood elevations were received
from the community or from individ-
uals within the community.

The Administrator has developed
criteria for flood plain management in
flood-prone areas in accordance with
24 CFR Part 1910.

The final base (100-year) flood eleva-
•tions for selected locations are:

Elevation
In fect

Source of flooding Location national
geodetic
vertical
datum

Jacobs Creek- 2,500 feet downstream 1.027
of state Route 110.

State Route 110.. 1.028
ConRaU . 1.029
Brow Street 1.029
Upstream Corporate 1.031

imits.

(National Flood Insurance Act of 1968 (Title
XIII of Housing and Urban Development
Act of 1968), effective 'January 8, 1969 (33
FR 17804. November 28. 1968). as amended

13oo1

(42 U.S.C. 4001-4128); and Secretary's dele-
gation of authority to Federal Insurance
Administrator, 43 FR 7719.)

In, accordance with Section 7(o)(4) of the
Department of HUD Act, Section 324 of the
Housing and Community Amendments of
1978, Pub. L. 95-557, 92 Stat. 2080, this rule
has been granted waiver of Congressional
review requirements In order to permit it to
take effect on the date indicated.

Issued: January 31, 1979.
GLORIA M, JMEN-s,

Federal Insurance Administrator.
[FR Doc. 79-6799 Filed 3-8-79; 8:45 am]

[4210-01-M]

[Docket No. ET-4593]

PART 1917-APPEALS FROM PRO-
POSED FLOOD ELEVATION DETER-
MINATIONS

Final Flood Elevation Determination
for the Township of Franklin, Co-
lumbia County, Pa.

AGENCY: Federal Insurance Adminis-
tration, HUD.
ACTION: Final rule.

SUMMARY: Final base (100-year)
flood elevations are listed below for se-
lected locations in the Township of
Franklin, Columbia County, Pa. These
base (100-year) flood elevations are
the basis for the flood plain manage-
ment measures that the community is
required to either adopt or show evi-
dence of being already in effect in
order to qualify or remain qualified
for participation in the national flood
insurance program (NFIP).
EFFECTIVE DATE: The date of issu-
ance of the flood insurance rate map
(FIRM), showing base (100-year) flood
elevations, for the Township of Frank-
lin, Columbia County, Pa.
ADDRESS: Maps and other informa-
tion showing the detailed outlines of
the flood-prone areas and the final
elevations for the Township of Frank-
lln, Columbia County, Pa., are availa-
ble for review at the residence of Mr.
Richard Fetterman. RfD. 2, Catawissa,
Pa.
FOR FURTE R INFORTMATION
CONTACT.

Mr. Richard Hrmm, Assistant Ad-
ministrator, Office of Flood Insur-
ance, Room 5270, 451 Seventh Street
SW., Washington, D.C. 20410, 202-
755-5581 or toll-free line 800-424-
8872.

SOPTMNTARY INFORMTATION:
The Federal Insurance Administrator
gives notice of the final determina-
tions of flood elevations for the Town-
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ship of Franklin, Columbia County,
Pa.

This final rule is issued in accord-
ance with section 110 of the Flood Dis-
aster Protection Act of 1973 (Pub. L.
93-234), 87 Stat. 980. which added sec-
tion 1363 to the National Flood Insur-
ance Act of 1968 (Title XIII of the
Housing and Urban Development Act
of 1968 (Pub. L. 904448), 42 U.S.C.
4001-4128, and 24 CFR 1917.4(a)). An
opportunity for the community or in-
dividuals to appeal this determination
to or' through the community for a
period of ninety (90) days hhs been
provided. No appeals of the proposed
base flood elevations were received
from the community or from individ-
uals within the community.

The Administrator has developed
criteria for flood plain management in
flood-prone areas in accordance with
24 CFR Part 1910.

The final base (100-year) flood eleva.
tions for selected locations are:

Elevation
in feet.

Source of flooding Location national
geodetic
vertical
datum

Susquehanna Confluence with 467
River. Roaring Creek.

Upstream Corporate 473
Limits.

Roaring Creek.... ConRail . ............ 487
Old Concrete Dam 481

(Upstream).
Covered Bridge No. 6 552

(Upstream). -
Bridge No. 7 (Upstream 567

- 100').
State Route 487 59

(Upstream 10').
Upstream Corporate 620

Limits.
South Branch Bridge No. 24 873

Roaring Creek. (Upstream).
Bridge No. 25 600

(Upstream).
Legislative Route 49091 612

(Upstream).

(National Flood Insurance Act of 1968 (Title
XIII of Housing and Urban Development
Act of 1968). effective January 28, 1969 (33
FR 17804, November 28, 1968), as amended
(42 U.S.C. 4001,4128); and Secretary's dele-
gation of authHrty to Federal Insurance
Administrator, 43 FR 7719.)

In accordance with section 7(o)(4) of the
Department of BUD Act, section 324 of the
Housing and Cdmmunity Amendments of
1978, P.. 95-557, 92 Stat. 2080, this rule has
been granted waiver of Congressional review
requirements In order to permit it to take
effect on the-date Indicated.

Issued: January 24, 1979.
GLORIA M. JIENEZ,

Federal Insurance Administrator.
(FR Doe. 79-6800 Filed 3-8-79; 8:45 aml

RULES AND, REGULATIONS

[4210-01-M]

[Docket No. FI-46i51

PART 1917-APPEALS FROM PRO-
POSED FLOOD ELEVATION DETER-
MINATIONS

Final Flood Elevation Determination
for the Township of Hemlock, Co-
lumbia County, Pla.

AGENCY: Federal Insurance Adminis-
tration, BUD.
ACTION: Final rule.
SUMMARY: Final- base (100-year)
flood elevations are listed below for se-,
lected locations in the Township of
Hemlock, Columbia County, Pa. These
base (100-year) flood elevations are
the basis for the flood plain manage-
ment measures that the community is
required to either adopt or show evi-
dence of being already in effect in
order to qualify or remain qualified
for- participation in the national flood
insurance program (NFP).
EFFECTIVE DATE: The date of Issu-
ance of the flood insurance rate map
(FIRM), showing base (100-year) flood
elevations, for the Township' of Hem-
lock, Columbia County, Pa.

ADDRESS: Maps and otier informa-
tion showing the detailed outlines of
the floodd-prone areas and the final
elevations for the Township of Hem-
lock. Columbia County, Pa., are availa-
ble for review at the residence of Mr.

. Herman Ikeler, Chairman of Hemlock,
R.D. 2, Bloomsburg, Pa.
FOR FURTHER INFORMATION
CONTACT:

Mr. Richard. Krimm, Assistant Ad-
ministrator, Office of Flood Insur-
ance, Room 5270, 451 Seventh Street

- SW., Washington, D.C. 20410, 202-
755-5581, or toll-free line 800-424-
8872.

SUPPLEMENTARY INFORMATION:
The Federal Insurance Administrator
gives notice of the final determina-
tions of flood elevations for the Town-
ship of Hemlock, Columbia County,
Pa.

This final rule is issued in accord-
ance with section 110 of the-Flood Dis-
aster Protection Act of 1973 (Pub. L.
93-234), 87 Stat. 980, which added sec-
tion 1363 to the National Flood Insur-
ance Act of 1968 (Title XIII of the
Housing and Urban Development Act
of 1968 (Pub. L. 90-448), 42 U.S.C.
4001-4128, and 24 CFR 1917.4(a)). An
opportunity for the community or in-
dividuals to appeal this determination
to or through the community for a
period of ninety (90) days has been
provided. No appeals of the proposed
base flood elevations were received

from the community or from Individ-
uals within the community.

The Administrator has developed
criteria for flood plain management in
flood-prone areas In accordance with
24 CFR Part 1910.

The final base (100-year) flood elevq-
tions for selected locations are:

Elevation
In feet,

Source of flooding Location national
geodetic
vertical
datum

Fishing Creek.. State Route 44 470
(Upstream).

Railroad Street 485
(Upstream).

Interstate Route 80 497
(Upstream).

Hemlock Creek . Legislative Route 19100 478
(Upstream).

State Route 42 492
(Upstream).

Interstate Route 80 343
(Upstream).

Little Fishing Legislative Route 239
Creek. (Upstream)..

Dam ............. ... . 19
601

Township Road 510 549
(Upstream).

Upstream Corporate 552
Limits.

(National Flood Insurance Act of 1068 (Title
XIII of Housing and Urban Development
Act of 1968). effective January 28. 19609 (33
FR 17804. November 28, 1968), as amended
(42 U.S.C. 4001-4128); and Secretary's dele-
gation of authority to Federal Insurance
Administrator, 43 FR 7719.)

In'accordance with Section 7(o)(4) of the
Department of HUD Act, Section 324 of the
Housing and Community Amendments of
1978, Pub. L. 95-557, 92 Stat. 2080, this rule
has been granted waiver of Congressional
review requirements in order to permit it to
take effect on the date indicated.

Issued: January 24, 1979.
GLORIA M. JMENEZ,

Federal Insurance Administrator.
[FR Doc. 79-6801 Filed 3-8-79; 8:45 am]

[4210-01-M]

[Docket No. FI-4616]

PART 191Z7,APPEALS FROM PRO-
POSED FLOOD ELEVATION DETER-
MINATIONS

Final Flood Elevation Determination
for the Borough of Herndon, North-
umberland County, Pa.

AGENCY: Federal Insurance Adminis-
tration, HUD.
ACTION: Final rule.

SUMMARY: Final base (100-year)
flood elevations are listed below for c-
lected locations in the Borough of
Herndon, Northumberland County,
Pa. These base (100,year) flood eleva-
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tions are the basis for the flood plain
management measures that the corn-.
munity is required to either adopt or
show evidence of being already in
effect in order to qualify~or remain
qualified for participation in the na-
tional flood insurance program
(NFIP).

EFFECTIVE DATE: The date of issu-
ance of the flood insurance rate map
(FIRM), showing base (100-year) flood
elevations, for the Borough ot Hern-
don, Northumberland County, Pa.

ADDRESS: Maps and other informa-
tion showing the detailed outlines of
the flood-prone areas and the final
elevations for the Borough of Hem-

. don, Northumberland County, Pa., are
available for review at the Borough
Municipal Building, Main Street,
Herndon, Pa.

FOR FURTHER INFORMATION
CONTACT:

Mr- Richard Krimm, Assistant Ad-
ministrator, Office of Flood Insur-
ance, Room 5270, 451 Seventh Street
SW., Washington, D.C. 20410, 202-
755-5581 or toll-free line 800-424-
8872.

SUPPLEMENTARY INFORMATION:
The Federal Insurance Adminitrator
gives notice of the final determina-
tions of flood elevations for the Bor-
ough of Herndon, Northumberland
County, Pa.

This final rule is issued in accord-
ance with section 110 of the Flood Dis-
aster Protection Act of 1973 (Pub..L.
93-294), 87 Stat. 980, which added sec-
tion 1363 to the National Flood Insur-
ance Act of 1968 (Title XII of the
Housing and Urban Development Act
of 1968 (Pub. L. 90-448), 42 U.S.C.
4001-4128, and 24 CFR 1917.4(a)). An
opportunity for the community or in-
dividuals to appeal this determination
to or through the community for a

* period of ninety (90) days has been
provided. No appeals of the proposed
base flood elevations were received
from the community or from individ-
uals within the community.

The Administrator has developed
criteria for flood plain management in
flood-prone areas in accordance with
24 CFR Part 1910.

The final base (100-year) flood eleva-
tions for selected locations are:

Elevation
in feet,

Source of flooding Location national
geodetic
vertical
datum

Susquehanna Downstream Corporate 422
River. Limits.

Pine Street (extended).. 423
Confluence of Mahanoy 426

Creek.

(National Flood Insurance Act of 1968 (Title
XIII of Housing and Urban Development
Act of 1968). effective January 28. 1969 (33
FR 17804. November 28. 1968). as amended
(42 U.S.C. 4001-4128); and Secretary's dele-
gation of authority to Federal Insurance
Administrator, 43 FR 7719.)
. In accordance with Section 7(o)(4) of the
Department of HUD Act. Section 324 of the
Housing and Community Amendments of
1978, P.L. 95-557. 92 Stat. 2080, this rule has
been granted waiver of Congreslonal review
requirements in order to permit It to take
effect on the date indicated. I

Issued: January 24, 1979.
GLORIA M. JuEmNz.

Federal Insurance Administrator.

(FR Doc. 79-6802 Filed 3-8-79; 8:45 am]

[4210-01-M]

[Docket No. FI-4617]

PART 1917-APPEALS FROM PRO-
POSED FLOOD ELEVATION DETER-
MINATIONS

Final Flood Elevation Determination
for the Township of Locust, Colum-
bia County, Pa.

AGENCY: Federal Insurance Adminis-
tration, HUD.
ACTION: Final rule.

SUMMARY: Final base (100-year)
flood elevations are listed below for se-
lected locations in the Township of
Locust, Columbia County, Pa. These
base (100-year) flood elevationg are
the basis for the flood plain manage-
ment measures that the community is
required to either adopt or show evl-
dence of being already in effect in
order to qualify or remain qualified
for participation in the national flood
insurance program (NFIP).

-EFFECTIVE DATE: The date of issu-.
ance of the flood insurance rate map
(FIRM), showing base (100-year) flood
elevations, for the Township of
Locust, Columbia County, Pa.
ADDRESS: Maps and other informa-
tion showing the detailed outlines of
the flood-prone areas and the final
elevations for the Township of Locust,
Columbia County, Pa., are available
for review at the RCV Elementary
School, Route 42. Numldia, Pa.

FOR FURTHER INFORMATION
CONTACT.

Mr. Richard Krimm, Assistant Ad-
ministrator, Office of Flood Insur-
ance, Room 5270, 451 Seventh Street
SW., Washington, D.C. 20410. 202-
755-5581 or toll-free line 800-424-
8872.

SUPPLEMENTARY INFORMATION:
The Federal Insurance Administrator
gives notice of the final determina-

tions of flood elevations for the Town-
ship of Locust, Columbia County, Pa.

This final rule Is issued in accord-
ance with section 110 of the Flood Dis-
aster Protection Act of 1973 (Pub. L,
93-234), 87 Stat. 980, which added sec-
tion 1363 to the National Flood Insur-
ance Act of 1968 (Title XIII of the
Housing and Urban Development Act
of 1968 (Pub. L. 90-448). 42 U.S.C.
4001-4128, and 24 CFR 1917.4(a)). An
opportunity for the community or in-
dividuals to appeal this determination
to or through the community for a
period of ninety (90) days has been
provided. No appeals of the proposed
base flood elevations were received
from the community or from individ-
uals within the community.

The Administrator has developed
criteria for flood plain management in
flood-prone areas in accordance with
24 CFR Part 1910.

The final base (100-year) flood eleva-
tions for selected locations are:

Elevation
In feet.

Source of flooding Location national
geodetic
vertical
datum

Ro aing Creek.. State Route 42
(Upatream).

LR 190I 6 (UpsAtream)_
LR 19005 (Upstteam)_
Covered Bridge No. 17

(Upitream).
Covered Bridge No. 19
(Upatream).

IR 19009 (Upstream)-
Confluence of Tributary

No. 16 to Roaring
Creek.

MMi Creek . Confluence with
Roaring Creek.

725

786
798

850

878
916

853

(National Flood Insurance Act of 1968 (Title
XIII of Housing and Urban Development
Act of 1968). effective January 28. 1969 (33
FR 17804. November 28, 1968). as amended
(42 U.S.C. 4001-4128); and Secretary's dele-
gation of authority to Federal Insurance
Administrator, 43 FR 7719.)

In accordance with Section 7(o)(4) of the
Department of HUD Act, Section 321 of the
Housing and Community Amendments of
1978, P.L. 95-557, 92 Stat. 2080, this rule has
been granted waiver of Congressional review
requirements in order to permit It to take
effect on the date indicated.

Issued: January 24, 1979.

GLORIA M. Jnmnrm,
Federal Insurance-Administrator.

FR Doc. 79-6803 Fied 3-8-79; 8:45 am]
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[4210-01-M]

EDocket No. FI-4618]

PART 1917-APPEALS FROM PRO-
POSED FLOOD ELEVATION DETER-
MINATIONS

Final Flood Elevation Determination
for the Township of Lower Augus-
ta, Northumberland County, Pa.

AGENCY: Federal Insurance Adminis-
tration, HUD.
ACTION: Final rule.
SUMMARY: Final base (100-year)
flood elevations are listed below for se-
lected locations in the Township of
Lower Augusta, Northumberland
County, Pa. Thee base (100-year)
,flood elevations are the basis for the
flood plain management measures
that the community is required to
either adopt or show evidence of being
already in effect in order to qualify or
remain qualified for participation in
the national flood insurance program
(NFIP).
EFFECTIVE DATE: The date of issu-
ance of the flood insurance rate map
(FIRM), showing base (100-year) flood
elevations, for the Township of Lower
Augusta, Northumberland County, Pa.
ADDRESS: Maps and other informa-
tion showing the detailed outlines of
-the flood-prone areas and the final.
elevations for the Township of Lower
Augusta, Northtimberland County,
Pa., are available for review at the
Lower Augusta Township Building,
Hollowing Run Road, Lower Augusta,
Pa.
FOR FURTHER INFORMATION
CONTACT:

Mr. Richard Krimm, Assistant Ad-
ministrator, Office of Flood Insur-
ance, Room 5270, 451 Seventh Street
SW., Washington, D.C. 20410, 202-
755-5581 or toll-free line 800-424-
8872.

SUPPLEMENTARY INFORMATION:
The Federal Insurance Administrator
gives notice of the final determina-
tiori of flood elevations for the Town-
ship of Lower Augusta, Northumber-
land County, Pa.

This final rule is issued in accord-
ance with section 110 of the Flood Dis-
aster Protection Act of 1973 (Pub. L.
93-234), 87 Stat. 980, which added sec-
tion 1363 to the National Flood Insur-
ance Act of 1968 (Title XIII of the
Housing and Urban Development Act
of 1968 (Pub. L. 90-448), 42 U.S.C.
4001-4128,-and 24 CFR 1917.4(a)). An
opportunity for the community or in-
dividuals to -appeal this determination
to or through the community for a
period of ninety (90) days has been

provided. No appeals of -the proposed
base flood elevations were received
from the community or from indvid-
uals within the community.

The Administrator has developed
criteria for flood plain management in
flood-prone areas in accordance with
24 CFR Part, 1910.

The final base (100-year) flood eleva-
tions for selected locations are:

Elevation
in feet,

Source offlooding ]Location national
geodetic
vertical
datum

Susquehanna Downstream Corporate 429
River. Limits.

Confluence of Bolle Rlun 431
ConRal . ........... 438

Boe Run ............. Confluence of . 431
Susquehanna River.

State Route 147.....__. 431
Legislative Route 451
49023...

Snyder Road .................... 466
Butler Road-....--- 478
Footbridge (960 feet 488

upstream of Butler
Road).

Wooden Bridge (1,340 493
feet upstream of
Butler Road).

Legislative Route 49023 519
(3,750 feet upstream
of Butler Road)..

Township Route 390 559
Township Route 394 579
Legislative Route 49023 601

(2,000 upstream of
Township Route 394).

Unnamed Road (1,100 616
feet upstream of
Legislative Route
49023).

Legislative Route 49023 633
(4.440 feet upstream
of Township Route
394).

Fetterman Road 657
Township Route 396.-- 692
Legislative Route 49023 722

(1,920 feet upstream
of Township Route
396).

(National Flood InsuranceAct of 1968 (TItle
XIII of Housing and Urban Development
Act of 1968), effective January 28, 1969 (33
PR 17804, November 28, 1968),.as amended
(42 U.S.C. 4001-4128); and Secretary's dele-
gationf of authority to Federal Insurance
Administrator, 43 FR 7719.)

In accordance with Section 7(o)(4) of the
Department of HUD Act, Section 324 of the
Housing and Community Amendments of
1978, Pub. L. 95-557, 92 Stat. 2080, this rule
has been granted waiver of Congressional
review requirements in order to permit it to
take effect on the date indicated.

Issued: January 24, 1979.

GLORIA M. JIMEN-z,
Federal Insurance Administrator.

CF Doc. 79-6804 Filed 3-8-79; 8:45 am]

[4210-01-M]

[Docket No. FI-45741

PART 1917-APPEALS FROM PRO-
POSED FLOOD ELEVATION DETER-
MINATIONS

Final Flood Elevation Determination
for the Municipality of Monroeville,
Allegheny County, Pa.

AGENCY: Federal Insurance Adminis-
tration, HUD.
ACTION: Final rule.
SUMMARY: Final base (100-year)
flood elevations are listed below for se-
lected locations in the Municipality of
Monroeville, Allegheny County, Pa.
These base (100-year) flood elevations
are the basis for the flood plain man-
agement measures that 1he commutini-
ty Is required to either adopt or show
eviaence of being already in effect in
order to qualify or remain qualified
for participation in the national flood
insurance program (NFP).
EFFECTIVE DATE: The date of issu-
ance of the flood insurance rate map
(FIRM), showing base (100-year) flood
elevations, for the Municipality of
Monroeville, Allegheny County, Pa.
ADDRESS: Maps and -other informa-
tion showing the detailed outlines of
the flood-prone areas and the final
elevations for the Municipality of
Monroeville, Allegheny County, Pa.,
are available for review at the Monroe-
ville Municipal Building, 2700 Monroe-
ville Boulevard, Monroeville, Pa.
FOR FURTHER INFORMATION
CONTACT:

Mr. Richard Krimm,'Asslstant Ad-
ministrator, Office of Flood Insur-
ance, Room 5270, 451 Seventh Street
SW., Washington, D.C. 20410, 202-
755-5581 or toll-free line 800-424-
8872.

SUPPLEMENTARY INFORMATION:
The Federal Insurance, Administrator
gives notice of the final determina-
tions of flood elevations for the Mu-
nicipality of Monroeville, Allegheny
County, Pa.

This final rule is issued in accord-
ance with section 110 of the Flood Dis-
aster Protection Act of 1973 (Pub. L.
93-234), 87 Stat. 980, which added sec-
tion 1363 to the National Flood Insur-
ance Act of 1968 (Title XIII of the
Housing and Urban Development Act
of 1968 (Pub. L. 90-448), 42 U.S.C.
4001-4128, and 24 CFR 1917.4(a)). An
opportunity for the community or in-
dividuals to appeal this determination
to or through the community for a
period of ninety (9.0) days has been
provided. No appeals of the proposed
base flood elevations were received
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from the community or from individ-
uals within the community.

The Administra tor has developed
criteria for flood plain management in
flood-prone areas in accordance with
24 CPR Part 1910.

The final base (100-year) flood eleva-
tions for selected locations are:

Source of flooding Location

Mle
in.

nat
geo
ver
da

Turtle Creek - Confluence with Abers
Creek.

Upstream Corporate
Limits.

Dam at Westinghouse
(upstream).

Dam at Westinghouse
(downstream).

Confluence of Brush
Creek.

Mosside, Boulevard
(upstream).

Wall Borough Bridge
(upstream).

West Thompson Union Railroad
Run.

Thompson Run Road
(upstream).

Frey Road (upstream)-
Confluence with Leak

Run.
South McCully Drive

(upstream).
Private drive 2,450 feet

downstream from
South McCully Drive
(upstream).

U.S. Route 22
(upstream).

Private drive 1,750 feet
downstream from US.
Route 22 (upstream).

Newton Road
(upstream)-

Buena Vista Drive
(upstream)-

Downstream Corporate
Limits

Leak Run" -... Private road 1.950 feet
upstream from
Evergreen Drive
(upstream).

Private road 850 feet
upstream from
Evergreen Drive
(upstream).

Evergreen Drive
(upstream).

Old Wfllfm Penn
Highway (upstream).

Confluence with West
Thompson Run.

Unnamed stream Private drive 830 feet
along Mosside upstream from State
Boulevard. Route 130.

StateRoute 130
(upstream).

Dirty Camp Run.. Park Bridge (upstream).
Downstream Corporate

Limits.
Abers Creek - Upstream Corporate

Limits.
Municipal road

(upstream).
Golden Mile Highway

(upstream).
Old'Abers Creek Road

(upstream).
US. Route 22

(upstream).
Confluence of East

Thompson Run.
Upstream Abers Creek

Road (upstream).

ation
eet.
onal
detic
Ical
unn

84t

791

780

778

'777

768

"750

948.

885

884
866

859

840

828

809

1
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Elevation
In feet.

Source of flooding lcatiaio national
ceodetic
vertical
datum

Downstream Aber 852
Creek Road
(upstreamx.

Confluence orTurtle 844
Creek.

East Thompson Upstream U.S. Route 22 95
Run. (upstream).

Do n trcamnU.S. Route 928
22 (upstream).

Pfersons Run.. Old Atcrs Creek R- - 935
Confuence ot br 9M

Creek.

(National Flood Insurance Act of 1968 (Title
xiii of Housing and Urban Dc.elopment
Act of 1968), effective January 28. 1969 (33
FR 17804. November 28. 1968). as amended
(42 U.S.C. 4001-4128); and Secretary's dele-
gation of authority to Federal Insurance
Administrator, 43 FR 71719.)

In accordance with Section 7(0)(4) of the
Department of HUD Act. Section 324 of the
Housing and Community Amendments of
1978. Pub. L. 95-557. 92 Stat. 2080, this rule
has been granted waiver of Congressional
review requirements In order to permit It to
take effect on the date indicated.

Issued: January 31, 1979.
G Lon Rr. JS.Trr

Federal Insurance Administrator.
[FR Doc. 79-6805 Filed 3-8-79; 8:45 am]

[4210-01-M]

WDocket No. Fr-4819I

PART 1917-APPEALS FROM PRO-
POSED FLOOD ELEVATION DETER-

788 MINATIONS

Final Flood Elevation Determination
X03 for the Township oE Montour, Co-

lumbia County, Pa.
987 AGENCY: Federal Insurance Admints-

tratlon, HUD.
970 ACTION: Finga rule.

SUMMARY: Finia base (100-year)
flood elevations are listed below for se-

886 lected locations in the Township of
Montour, Columbia County, Pa. These

'99 base (100-year) flood elevations are
the basis for the flood plain manage-

785 ment measures that the community Is
848 required to either adopt or show evi-
836 dence of being already In effect in

order to qualify or remain qualified
93T for participation In the national flood
923 insurance program (NFIP).

895 EFFECTIVE DATE: The date of Issu-
ance of the flood insurance rate map

890 (FIRM), showing base (100-year) flood
elevations, for the Township of Mon-

886 tour, Columbia County, Pa.
878 ADDRESS: Maps and other informa-
859 tion showing the detailed outlines of

the flood-prone areas and the final

d
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elevations for the Township of Mon-
tour, Columbia County, Pa., are avail-
able for review at the Montour Town-
ship Municipal Building, Route 42,
Rupert, Pa.
FOR FURTHER INFORMATION
CONTACT.

Mr. Richard Krimm, Assistant Ad-
ministrator, Office of Flood Insur-,
once, Room 5270. 451 Seventh Street
SW., Washington, D.C. 20410, 202-
755-5581 or toll-free line 800-424-
8872.

SUPPLEMENTARY INFORMATION:
The Federal Insurance Administrator
gives notice of the final determina-
tions of flood elevations for the Town-
ship of Montour, Columbia County,
Pa.

This final rule is issued in accord-
ance with section 110 of the Flood Dis-
aster Protection Act of 1973 (Pub. L.
93-234), 87 Stat. 980, which added sec-
tion 1363 to the National Flood Insur-
ance Act of 1968 (Title X of the
Housing and Urban Development Act
of 1968 (Pub. . 90-448), 42 U.SC.
4001-4128, and 24 CFR 191TACa)). An
opportunity for the community or in-
dhivduals to appeal this determination
to or through the community for a
period of ninety (90) days has been
provided. No appeals of the proposed
base flood elevations were received
from the community or from individ-
uals within ihe community.

The Administrator has developed
criteria for flood plain management in
flood-prone areas in accordance with
24 CFR Part, 1910.

The final base (100-year) flood eleva-
tions for selected locations are:

Lnfeet.
Source of flcdlnc Location na.ional

geodetl,
vertiealdatum~z

Siiehaa State Route 42 474
River. (Upstream).

Confluence with Fishin 476
Creek.,

Fishl=Creck.. Covered BridgeNo.65 47
ConPi , 477
State Route 42 4g

(upstream).
Hemlock Creek-.. leblative Route 191C3 47

(upstream).
Legislative Route 19119 497

(U7pstream). -

(National Flood Insurance Act of 1968 (Title
3I of Housing and Urban Development
Act of 1968). effective January 28, 1969 (33
FR 17804, November 28. 1968). as amended
(42 U.S.C. 4001-4128); and Secretary's dele-
gation of authority to Federal Insurance
Administrator, 43 FR 7719.)

In accordance with Section 7(o1(4) of the
Department of HUD Act. S ction 324 of the
Housing and Community Amendments of
1978. Pub. L. 95-557. 92 Stat 2080, this rule
has been granted waiver of Congressional
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review requirements in order to permit it to
take effect on the date indicated.

Issued: January 24, 1979.

GLORIA M.'JIMNEZ,
Federal Insurance Administrator.

[FR Doc. 79-6806 Filed 3-8-79; 8:45 am]

[4210-01-M]

[Docket No. FI-4620]

PART 1917-APPEALS FROM PRO-
POSED FLOOD ELEVATION DETER-
MINATIONS

Final Flood Elevation Determination
for the Township of Orange, Co-
lumbia County, Pa.

AGENCY: Federal Insurance Adminis-
tration, HPD. "
ACTION: Final rule.
SUMMARY: Final base (100-year)
flood elevations are listed b'elow for se-
lected locations in the Township of
Orange, Columbia County, Pa. These
base (100-year) flood elevations are
the basis for the flood plain manage-
ment measures that the community is
required to either adopt or show evi-
dence of being. already in effect in
order to qualify or remain qualified
for participation in the national flood
insurance program (NFIP).

EFFECTIVE DATE: The date of issu-
ance of the flood insurance rate map
(FIRM), showing base (100-year) flood
elevations, for the Township of
Orange, Columbia County, Pa.
ADDRESS: Maps and other informa-
tion showing the detailed outlines of
the flood-prone areas and the final
elevations for the Township of
Orange, Columbia County, Pennsylva-
nia, are available for review at the
residence of Mrs. Suzanne Moore, R.D.
2, Orangeville, Pa.
FOR FURTHER INFORMATION
CONTACT:

Mr. Richard Krimm, Assistant Ad-
ministrator, Office of Flood Insur-
ance, Rbom 5270, 451 Seventh Street
SW., Washington, D.C. 20410, 202-
755-5581 or toll-free line 800-424-
8872.

SUPPLEMENTARY INFORMATION:
The Federal Insurance Administrator
gives notice of the final determina-
tions of flood elevations for the Town-
ship of Orange, Columbia County,,Pa.

This final rule is issued in accord-
ance with section 110 of the Flood Dis-
aster Protection Act of 1973 (Pub. L.
93-234), 87 Stat. 980, which added sec-
tion 1363 to the National Flood Insur-
ance Act of 1968 (Title XIII of .the
Housing and Urban Development Act
of 1968 (Pub. L. 90-448), 42 U.S.C.

4001-4128, and 24 CFR 1917.4(a)). An
opportunity for the community or in-
dividuals to appeal this determination
to or through the community for a
*period of ninety (90) days has been
provided. No appeals of the proposed
base flood elevations were received
from. the community or from individ-
uals within the community.

The Administrator has developed
criteria for flood plain management in
flood-prone areas in accordance with
24 CFR Part 1910.
. The final base (100-year) flood eleva-
tions for selected locations are:

Elevation
in feet,

Source of flooding Location national
geodetic
vertich'l "
datum

Fishing Creek . Confluence with Stony 538
I Brook.

Confluence with Deer 558
Lick Run.

Legislative Route 19031 564
(Upstream).

State Route 487 583
(Downstream).

State Route 487 588
(Upstream).

Upstream Corporate 612
Limits. .

Green Creek .......... Confluence with Fishing 569
Creek.

Legislative Route 19030 580(Upstream).
Covered Bridge No. 12 597

(Upstream).
Upstream Corporate 606
Limits.

(National Flood Insurance Act of 1968 (Title
XIII of, Housing and Urban Development.
Act of 1968), effective January 28, 1969 (33
FR 17804, November 28, 1968), as amended
(42 U.S.C. 4001-4128); and Secretary's dele-
gation of authority to Federal- Insurance
Administrator, 43 FR 7719.)

In accordance with Section 7(o)(4) of the
Department of HUD Act, Section 324 of the
Housing and Community Amendments of
1978, Pub. L. 95-557, 92 Stat. 2080, this rule
has been granted waiver of Congressional
review requirements in order to permit It to
take effect on the dateindicated.

Issued: January 24, 1979.

GLORIA M. J1nEZM ,
Federal Insurance Administrator.

[FR Doc. 79-6807 Filed 3-8-79; 8:45 am]

[4210-01-m]
[Docket No. FI-4576]

PART 1917-APPEALS FROM PRO-
POSED FLOOD ELEVATION DETER-
MINATIONS

Final Flood Elevation. Determination
for the' Borough- of Orangeville,
Columbia County, Pa.

AGENCY : Federal Insurance Adminis-
tration, HUD.

ACTION: Final rule.

SUMMARY: Final base (100-year)
flood elevations are listed below for so-
lected locations in the Borough of
Orangeville, Columbia County, Pa.
These base (100-year) flood elevations
are the basis for the flood plain man-
agement measures that the communi-
ty Is required to either adopt or show
evidence of being already in effect In
order to qualify or remain qualified
for participation in the national flood
insurance program (NFIP).

EFFECTIVE DATE: The date of Issu-
ance of the flobd insurance rate map
(FIRM), showing base (100-year) flood
elevations, for the Borough of Orange-
ville, Columbia County, Pa.

ADDRESS: Maps and other informa-
tion showing the detailed outlines of
the flood-prone areas and the final
elevations for the Borough of Orange-
ville, Columbia County, Pa., are availa-
ble for review at the Orangeville Bor-
ough Building, Mills Street, Orange-
ville, Pa.

FOR FURTHER INFORMATION
CONTACT:

Mr. Richard Krmm, Assistant Ad-
ministrator, Offlie of Flood Insyr-
ance, Room 5270, 451 Seventh Street
SW., Washington, D.C. 20410, 202-
755-5581 or toll-free line 860-424-
8872.

SUPPLEMENTARY INFORMATION:
The Federal Insurance Administrator
gives notice of the final determina-
tions of flood elevations for the Bor-
ough of Orangeville, Columbia
County, Pa.

This final rule is issued in accord-
ance with section 110 of the Flood Dis-
aster Protection Act of 1973 (Pub. L,
93-234), 87 Stat. 980, which added sec-
tion 1363 to the National Flood Insur-
ance Act of 1968 (Title XIII of the
Housing and Urban Development Act
of 1968 (Pub. L. 90-448), 42 U.S.C.
4001-4128, and 24 CPR 1917.4(a)). An
opportunity for the community or In-
dividuals to appeal this determination
to or through the community for a
period of ninety (90) days has been
provided. No appeals of the proposed
base flood elevations were received
from the community or from individ-
uals within the community.

The Administrator has developed
critbria for flood plain management In
flood-prone areas in accordance with
24 CFR Part 1910.

The final base (100-year) flood eleva-
tions for selected locatiofts are:
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Elevation
in feet;

Source of flooding Location national
geodetic
vertical
datum

Fishing Creek.- Downstream Corporate 572
Limits;

Upstream Corporate 577
lImfit

(National Flood Insurance Act of 196a (Title
XIII of Housing and Urban Development
Act of 1968), effective January 28. 1969 (33
FR 17804, November 28, 1968), as amended
(42 U.S.C. 4001-4128); and Secretary's dele-
gation of authority to Federal Insurance
Administrator 43 FR 7719.)

In accordance with Section 7(o)(4) of the
Department of HUD Act, Section 324 of the
Housing and Community Amendments of
1978, P.I 95-557, 92 Stat. 2080, this rule has
been granted waiver of Congressional review
requirements in order to pernit it to take
effect on the date indicated.

Issued: January 24, 1979.
GLoRIA M. JLEzNz,

Federal Insurance Administrator.
FR Doc. 79-6808 Filed 3-8-79; 8:45 am]

[4310-HB-M]
Title 25-ndians

CHAPTER IV-NAVAJO AND HOPI;
INDIAN RELOCATION COMMISSION

PART 700-COMMISSIONS OPER-
ATIONS AND RELOCATION PROCE-
DURES
Revision of Regulations Concerning
- Eligibility for Relocation Seneflis

AGENCY: Navajo and Hopi Indian
Relocation Commission.
ACTION: Final rule

SUMMARY: This rule revises the
Commission's regulations regarding
eligibility for relocation benefits The
rules recognize that residency can be
established by substantial recurrent
contacts with an identifiable homesite
when employment or other factors dic-
tate temporary occupaihcy outside the
area. The rule is promulgated in order
to make the eligibility standards more
responsive to. the intent of the govern-
ing legislation within the guidelines
states in Opinion of the Comptroller
General, August 9, 1978.
EFFECTIVE DATE: Date of Publica-
tion.

FOR FURTHER" INFORMATION
CONTACT'

Paul ML Tessler, CFR Liaison Offi-
cer, Navajo and Hopi Indian Reloca-
tion Commission, 2717 N. Steves
Boulevard, Bldg. A, Flagstaff, Arizo-
na 86001, Telephone (602) 779-3311
Extension 1376, FTS: 261-1376.
The principal 'author is William G.

-Lavell, Field Solicitor, Valley. Bank

Center, Suite 2080. 201 N. Central
Avenue, Phoenix, Arizona 85073.

SUPPLEMENTARY INFORMATION:
On December 20, 1978. there was pub-
lished in the FEDERAL REGisvra (43 FR
59400) a notice of proposed Revision
of Regulations concerning Eilgibnlity

'for Relocation Benefits. Interested
persons were given until February 22,
1979, to submit comments regarding
the Proposed Rule;

Discussion OF Co, ais

A number of comments have been
received from interested parties and
considered by the Commission. After
due consideration, the following sug-
gestions have been incorporated In the
final rule:

Section 700.5(y)CB)(i) is expanded to
provide for those persons who have
been temporarily away due to the
search for employment

Section (y)(l)CB)(v) was added to the
proposed rule in its final form in order
to provide for persons who have been
temporarily away due to the unavaila-
bility of housing in the area. The
Order of Compliance, Issued by the
United States District Court for the
District of Arizona, in Hamilton v. Mc-
Donald, on October 14, 1972, prohibit-
ed new construction on the former
Joint Use Area except under limited
circumstances. Provision Is made for
those who have been temporarily
away due to this "new construction
freeze."

Section 700.5(y)(1)(B)(VI) was added
to the proposed rule in Its final form
in order to provide for those persons
who have been temporarily away due
to irtcarceration.

Sections 700.5(y)(2) Cx). (y), and (z)
havf been added to the Proposed Rule
in its fmai form to reflect comment re-
ceived. The consideration of court rec-
ords, records of birth, and the Joint
Use Area Roseter- is consistent with
the Commission's criteria In establish-
ing whether or not there have been
substantial recurring contacts.

In adopting the proposed rule In Its
final form, the Commission has substi-
tuted the term "recurring" for "con-
tinuous" in the phrase "substantial
continuous contacts with an Identifi-
able homesite." This waa done to avoid
the necessity of such contacts being
"uninterrupted" or "unbroken."

Accordingly, § 700.5 i- amended in Its
final form by redesignating paragraph

y) as (z) and adaling a new paragraph
y) to read as follows:

§700.5 Definitions.

y) Resident (or Residency)
.(1) Residency is established by ful-

filling either of the following criteria:
(i) Current occupancy
(i) Maintenance of substantial re-

curring contacts with an Identifiable

13007
homesite although the individual is
temporarily away for any of the fol-
lowing reasons:

(A) Employment, and seeking em-
ployment

(B) Education or job training
(C) Medical
(D) Military (active duty in the mili-

tary service)
(E) Unavailability of Housing
(F) Incarceration
(2)(1) Any one or more of the follow-

ing criteria may be considered in es-
tablishing whether or not there have
been substantial recurring contacts:.
(A) Ownership of livestock
(B) Ownership of Improvements
(C) Grazing permits
(D) Livestock sales receipts
(E) Homesite leases
(F) Public Health Records
(G) Medical and Hospital records, in-

cluding those of Medicinemen
(H) Trading P6st records
(I) School records
(J) Military records
(K) Employment records
(L) Mailing address records
CM) Banking records
(N) Drivers License records
(0) Voting Records (Tribal and

County)
(P) Home ownership or rental off

the Disputed Area
(Q) B.I.A. Census Data
(R) Certification from Chapter Offi-

cis
(S) Certification of Residency
(T) Certification by Relocatee
(U) Information obtained by Certifi-

cation Field Investigation
(V) Social Security Administration
(W) Marital records
(X) Court Records
CY) Records of Birth
(Z) Joint Use Area Roster
(aa) Any other relevant data
Section 700.11 Is amended in its fin

form by revising paragraph (b) to read
as follows:

§ 700.11 Relocation standards.

(b) Eligibility Requirements. (1) -To
be eligible as a displaced person for
benefits provided for under the Act,
and these regulations, a person must
meet one of the following conditions:
(A) The person must be a resident in

the area partitioned to the tribe of
which he is not a member; or,

(B) The person was a resident in the
Joint Use Area but moved from there
between December 22, 19714, and
August 30, 1978; or, -
(C) The person was a resident of an

area which was partitioned to a tribe
of which he is not a member but
moved therefrom after August 30,
1978.

(2) Moves described in paragraphs
(1) (b) and (1) c) are presumed to
have been made pursuant to the Act.
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(3). Eligibility for certain benefits is
further restricted by Sections 14(c)
and 15(c) of the Act (25 U.S.C. 640-d-
13) and 14(c) as reflected in Sections
700.10 (d) and (e) 2 of these regula-
tions.

HAWLEY ATKINSON,
Chairman, Navajo and Hopi Indian

Relocation Commission.
[FR Doe, '9-7125 Filed 3-8-79; 8:45 am]

[1505-01-M]
Title 28-Judicial Administration

CHAPTER Ill-FEDERAL PRISON IN-
DUSTRIES, DEPARTMENT OF JUS-
TICE

PART 301-INMATE ACCIDENT
COMPENSATION

Final Rules

Correction

In FR Doc. 79-6303, appearing at
page 11759 in the issue for Friday,
March 2, 1979i on page 11760 the sig-
nature should read David C. Jelinek.
Acting Commissioner.

[6732-01-M]"

Title 29-Labor

CHAPTER XII-FEDERAL MEDIATION
AND CONCILIATION SERVICE

PART 1404-ARBITRATION SERVICES

Revision
AGENCY: Federal Mediation and
Conciliation Service.

ACTION: Promulg,4ion of Final Reg-
ulations.
SUMMARY: Federal Mediation -and
Conciliation Service (FMCS) revises
Part 1404 of Title 29, CFR, governing
FIICS' services in the arbitration of
labor disputes. This notice coltains
the text of the regulations. The
changes are designed primarily to clar-
Ify the current regulations, to
strengthen the prohibitions against
the listing of advocates on the Roster
of Arbitrators, and to spell out certain
concept§ of due process in connection
with the removal of arbitrators' from
the Roster. The regulations also estab-
lish in the Arbitrator Review Board a
mechanism for advising the Director
of the Service as to the Admission or
removal 'f' arbitrators, functions for
which 'the Director has ultimate re-
spdnsibility.

EFFECTIVE DATE: April 15, 1979.

RULES AND REGULATIONS

FOR FURTHEA I INFORMATION
CONTACT:

David Vaughn, Associate General
Counsel, Federal Mediation and
Conciliatioi' Servbe, Washington,
D.C. 20427, (202) 653-5305, FTS 653-
5305.

SUPPLEMENTARY INFORMATION:
On November 15, 1978, a document
was published in the FEERAL REGISTER
(43 PR 54366) proposing to revise
Chapter XII of Title 29 of the Code of
Federal Regulations, by amending
Part 1404 thereof. Part 1404 contains
the policies and procedures of the Fed-
eral Mediation and Conciliation Serv-
ice in its Arbitration Services program.
The proposed revision was intended to
redefine the policy of the FMCS Arbi-
tration Services program, the stand-
ards of eligibility of arbitrators for ad-
mission to and retention on the roster,
the procedures for arbitration services
and proceedings, and the procedure
for administrative action regarding ar-
bitrators on the roster.

Interested persons were invited to
submit comments, data, or argument
on the proposed ameidments and nu-
merous comnients were received. All
comments with respect to the pro-
posed revision were given full consid-
eration by the agency.

Comments were received both sup-
porting and opposing the language of
the proposed Regulation which would
exclude advocates (that is, persons
who act as partisans in .the labor rela-
tions process) from the roster of neu-
tral arbitrators maintained by the
Service. The final Regulations retain
the exclusion. See § 1404.5(c). Parties
are, of course, free to choose any
person acceptable to them to hear and
decide their disputes. The Service be-
lieves, however, that it has a responsi-
bility to furnish to those parties who
choose to use its services arbitrators
with the broadest possible acceptabil-
ity and that, as a public agency, the
Service is in effect certifying the neu-
trality" and acceptability ofits. oster
members.

To furnish to'the parties panels. of
neutrals which contain the names of
advocates both undermines the integ-
rity of the arbitration process general-
ly and distorts the selection process in
each particular dispute by forcing a
party to use its strikes to eliminate
panel members who are not neutrals
rather than to choose between a
number of qualified neutrals. The
Service has received a considerable
number of' complaints from parties
using its services regarding the pres-
ence of idvobates: on its panels. The
prohibition on admission- of advocates
will reduce those complaints.' .

While the Service recognizes that
some individuals in some comniunities
may be acceptable as neutrals to:poir-

tions of the labor-managenient com-
munity despite their advocacy status,
the' Service has concluded that for
purposes of its roster, the two roles
are inconsistent. The Service, recog-
nizes, howevdr, that soine Individuals
on the rosti who Were advocates at
the time of their admission and who
were admitted under,. Regulations
which did not prohibit the admission
of advocates are acceptable as arbitra-
tors in their communities. The final
Regulations therefore contain a
"grandfather clause" which allows
such advocates to remain on the roster
if otherwise qualified and acceptable.
The definition of advocacy has been
changed in the final Regulations to
clarify the relationships and activities
covered by the prohibition.

In addition to language changes
made 'for clarification, as a result of
the comments received and after full
consideration, certain other changes in
the revised rules have been made, No
changes have been made, however,
which alter the description of signifi-
cant proposed changes published In
the November 15, 1978 publication.

The applicable provisions of Execu-
tive Order 12044 have been complied'
with.

Accordingly, 29 CFR Part 1404 is re-
vised as set forth below. '

Effective date. This regulation shall
become effective on April 15, 1R79.

Foi further information pledse con-
tact: David Vaughn, Associate General
Counsel, Federal Mediation and Conci-
liation Service, Washington, D.C,
20427, (202) 653-5305, FI'S 653-5305.

Adopted by the Federal Mediation
and Conciliation Service at its office in
Washington, D.C., on the 28th day of
February, 1979.

WAYNE L. HoRviTz,
Director.

29 CFR.Part 1404 is revised to read
as follows:

Subpart A-Arbitration Policy; Administration
of Rostor

Sec.
1404.1 Scope and authority.
1404.2 Policy.
1404.3 Administrative responsibilities.

Subpart B-Rostor of Arbitrators; Admission
and Retention

1404.4 Roster and Status of Members.
1404.5 Listing on the Roster, Criteria for

Listing and Retention.
1404.6 Freedom of Choice,

Subpart C-Procedures for Arbilratlon Sorvlcos

1404.10 Procedures for Requesting Arbltra-
tion Panels.

1404.11 Arbltrability
1404.12 *Nominations of Arbitrators.
1404.i3 Selection and Appointment of Ar-

bttratdri.
1404.14 'Conduct Of Hearing.
1404.15 'Debision and AWard.
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Sec.
1404.16 Fees and charges of arbitrators.
1404.17 Reports and biographical sketches.

AuTHORry Qec 202, 61 Stat. 153, as
amended; 29 U.S.C. 172, and Interpret or
apply sec. 3. 80 Stat. 250, sec. 203, 61 Stat.
153; 5 U.S.C. 552, 29 U.S.C. 173.

Subpart A--Arbitration Policy;
Administration of Roster

§ 1404.1 Scope and authority.
This chapter is issued by the Federal

Mediation and Conciliation Service
(FMCS) under Title II of the Labor
Management Relations Act of 1947
(Pub. L. 80-101) as amended in 1959
(Pub. L.'86-257) and 1974 (Pub. L. 93-
360). The chapter applies to all arbi-
trators listed on the FMCS Roster of
Arbitrators, to all applicants for listing
on the Roster, and to all persons or
parties seeking to obtain from FMCS
either names -or panels of names of ar-
bitrators listed on the Roster in con-
nection with disputes which are to
submitted to arbitration or fact-find-
ing.

§ 1404. Policy.,
The labor policy of the United

States is designed to promote the set-
tlement of issues between employers
and represented employees through
the processes of collective bargaining
and voluntary arbitration. This policy
encourages the use of voluntary arbi-
tration to resolve disputes over the in-
terpretation or application of collec-
tiye bargaining agreements. Voluntary
arbitration and fact-finding in dis-
putes and disagreements over estab-
lishment or modification of contract
terms are important features of con-
structive labor-management relations,
as, alternatives to economic strife in
the settlement of labor disputes.

§ 1404.3 Administrative responsibilities.
- (a) Director. The Director of FMCS

has ultimate responsibility for all as-
pects of FMCS arbitration activities
and is the final agency authority on
all questions concerning the Roster or
FMCS arbitration procedures.

(b) Office of- Arbitration Services.
The Office of Arbitration Services
(OAS) maintains a Roster of Arbitra-
tors (the "Roster"); administers Sub-
part C 'of these regulations (Proce-
dures for Arbitration Services); assists,
promotes, and cooperates in the estab-
lishment of programs for training and
developing new arbitrators; collects in-
formation and statistics concerning
the arbitration function, and performs
other tasks in connection with the
function that may be assigned by the
Director.

(c) Arbitrator Review Board. The Ar-
bitrator Review Board (the "Board")
shall consist of a presiding officer and
such members and alternate members
as the Director may. appoint, and who

shall serve at the Director's pleasure
and may be removed at any time. The
Board shall be composed entirely of
full-time officers or employees of the
Federal Government. The Board shall
establish its own procedures for carry-
ing out its duties.

(1) Duties of the Board. The Board
shall:

(I) Review the qualifications of all
applicants for listing on the Roster, in-
terpreting and applying the criteria
set forth in § 1404.5;

(I) Review the status of all persons
.whose continued eligibility for listing
on the Roster has been questioned
under § 1404.5;

(III) Make recommendations to the
Director regarding acceptance or re-
jection of applicants for listing on the
Roster, or regarding withdrawal of
listing on the Roster for any of the
reasons set forth herein.

Subpart B--Roster of Arbitrators;

Admission and Retention

§ 1404.4 Roster and Status of Members.
(a) The Roster. ,The FMCS shall

maintain a Roster of labor arbitrators
consisting of persons who meet the cri-
teria for listing contained in § 1404.5
and whose names have not been re-
moved from the Roster in accordance
with § 1404.5(d).

(b) Adherence to Standards and Re-
quirements. Persons listed on the
Roster shall comply with the FMCS
rules and regulations pertaining to ar-
bitration and with such guidelines and
procedures as may be issued by OAS
pursuant to Subpart C of this part. Ar-
bitrators are also expected to conform
to the ethical standards and proce-
dures set forth in the Code of Profes-
sional Responsibility for Arbitrators of
Labor Management Disputes, as ap-
proved by the Joint Steering Commit-
-tee of the National Academy of Arbi-
trators.

c) Status of Arbitratom. Persons
who are listed on the Roster and are
selected dr appointed to hear abritra-
tion matters or to serve as factfinders
do not become employees of the Fed-
eral Government by virtue of their se-
lection pr appointment. Following se-
lection or appointment, the arbitra-
tor's relationship is solely with the
parties to the dispute, except that ar-
bitrators are subject to certain report-
ing requirements and to standards of
conduct as set forth in this part.

(d) Role of FMCS. FMCS has no
power to:

(1) Compel parties to arbitrate or
agree to arbitration;

(2) Enforce an agreement to arbi-
trate;

(3) Compel parties to agree to a par-
ticular arbitrator,

(4) Influence, alter or set aside deci-
sions of arbitrators listed on the
Roster;

(5) Compel, deny or modify payment
of compensation to an arbitrator:

(e) Nominations and Panels. On re-
quest of the parties to an agreement
to arbitrate or engage in fact-finding,
or where arbitration or fact-finding
may be provided for by statute, OAS
will provide names or panels of names
without charge. Procedures for obtain-
ing these services are contained in
Subpart C of this part. Neither the
submission of a nomination or panel
nor the appointment of an arbitrator
constitutes a determination by FMCS
that an agreement to arbitrate or
enter fact-finding proceedings exists;
nor does such action constitute a

.ruling that the matter in controversy
Is arbitrable under any agreement.

(f Rights of persons listed on the
Roster. No person shall have any right
to be listed or to remain listed on the
Roster. FMCS retains the authority
and responsibility to assure that the
needs of the parties using Its facilities
are served. To accomplish this purpose
It may establish procedures for the
preparation of panels or the appoint-
ment of arbitrators or fact finders
which include consideration of such
factors as background and experience,
availability, acceptability, geographi-
cal location and the expressed prefer-
ences of the parties.

§ 1404.5 Listing on the Roster;, Criteria for
listing and retention.

Persons seeking to be listed on the
Roster must complete and submit an
application form which may be ob-
tained from the Office of Arbitration

,Services. Upon receipt of an executed
form, OAS will review the application,
assure that It Is complete, make such
inquiries as are necessary, and submit
the application to the Arbitrator
Review Board. The Board will review
the completed applications under the
criteria set forth in paragraphs (a), (b)
and (c) of this section, and will for-
ward to the Director its recommenda-
tion on each applicant. The Director
makes all final decisions as to whether
an applicant may be listed. Each appli-
cant shall be notified In writing of the
Director's decision and the reasons
therefore.

(a) General Criteria. Applicants for
the Roster will be listed on the Roster
upon a determination that they: -

(1) Are experienced, competent and
acceptable in decision-making roles in
the resolution of labor relations dis-
putes: or

(2) Have extensive experience in rel-
evant positions n collective bargain-
Ing; and

(3) Are capable of conducting an or-
derly hearing, can analyze testimony
and exhibits and can prepare clear and
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concise findings and awards within ate inquiry, concludes that just cause-
reasonable time limits. for cancellation has been shown.

(b) Proof of Qualification. The -(5) Is determined by the Director to
qualifications listed in paragraph (a) be unacceptable to the parties who use
of this section are preferably demon- F1MCS arbitration facilities; the Direc-
strated by the submission of actual, ar- tor may base a determination of unac-
bitration awards prepared by the ap-' ceptability on FMCS records -showing
plicant while serving. as an impartial the number of times the arbitrator's
arbitrator chosen by the parties to dis- name has been proposed to the parties
putes. Equivalent experience acquired and the number of times It has been
in training, internship or other devel- selected.
opment programs,.or experience such No listing may be canceled without
as that acquired as a hearing officer or at least sixty days notice of the rea-
judge in labor relations controversies sons for the proposed removal, unless
may also be considered by'the Board, the Director determines that the

(c) Advocacy.-(1) Definition. An ad- FMCS or the parties will be harmed
Vocate is a person who represents em-' by continued listing In such cases an
ployers, labor organizations, or indi- .arbitrator's listing may be suspended
viduals as an employee, attorney or without notice or delay pending final
consultant, in matters of labor rela- determination in accordance with
tions, including but not limited to the 'these procedures. The member shall in
subjects of. union representation and either case have an opportunity to
recognition matters, collective bar- submit a written response showing,
galning, arbitration, unfair labor prac- why the listing should not be can-
tices, equal employment opportunity celled. The Director may, at his discre-
and other areas generally recognized tion, appoint a hearing officer to con-
as Eonstituting labor relations. The duct an inquiry into the facts of any
definition includes representatives of proposed cancellation and to make rec-
employets 'or employees in individual ommendations to the Director.
cases or controversies involving work-
men's compensation, occupational § 1404.6 Freedom of choice.
health or safety, minimum wage or Nothing contained herein should be
other labor standards matters. The construed to limit the rights of parties
definition of advocate also includes aL who use FMCS arbitration facilities
person who is directly associated with jointly to select any arbitrator or arbi-
an advocate in a business or profes- tration procedure acceptable to them.
sional, relationship as, for example, Subpart C-Procedures for Arbitration
partners or employees of a law firm.

(2) Eligibility. Except in the case of Services
persons listed on the Roster before § 1404.10 Procedures for requesting arbi-
November 17, 1976, no person who is tration panels.
an advocate, as defined above, may be The' Office of Arbitration 'Services
listed. No person who was listed on the has been delegated the responsibility
Roster at any time who was not an ad- for administering all requests for arbi-
vocate when listedoor who did not di- tration services under these regula-
vulge advocacy at the time of listing tions.
may continue to be listed after becom- (a) The Service will refer a panel of
Ing an advocate or after the fact of ad- arbitrators to the parties upon re-
vocacy is revealed, quest. The Service prefers to act upon

(d) Duration of listing, retention, a joint request which should be ad-
Initial listing may be for a period not dressed to the Federal Mediation and
to exceed three years, and may be re- Conciliation Service, Washington, D.C.
newed thereafter for periods not to 20427, Attention: Office of Arbitration,
exceed two years,' provided upon Services. In the event that the request'
review that the listing is not canceled is made by only one party, the Service
by the Director as set forth below, will submit a panel; however, any sub-
Notice of cancellation may be given-to mission of a panel should not be con-
the member whenever the member. strued as anything more- than compli-

(1) No longer meets the criteria for ance with a request and does not nec-
admission; essarily reflect the contractural re-

(2) Has been repeatedly and fla- quirements of the parties.
grantly delinquent in submitting (b) The parties are urged'to use the
awards Request for Arbitration Panel form

(3) Has refused to make reasonable (R-43) which has been prepared by
and periodic reports to FMCS, as re- the Service and is available in quantity
quired in Subpart C of this part, con- at all FMCS regional offices and field
cerning activities pertaining to arbitra- -stations or upon request to the Office
tion; of Arbitration Services, 2100 K Street,

(4) Has been the subject of com- Washington, D.C. 20427. The form R-
'plaints by parties who xise FMCS facl- 43 is reproduced herein for purposes
itles and the Director, after appropri- of identification.
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[6732-017c]

P,%ICS Forew h' 4
SeD 1'97S FEDERAL MEDIATION AND CONCILIATION SERVICE

WASHINGTON, D.C. 20427'

r0 ., Ape .ed
cp~B P4 2-2 PC23

REQUEST FOR ARBITRATION PANEL

To: Director, Arbitration Services
Federai Mediation and Conciliation Service
Washington, D.C. 20427

Date

(For Comr anyj

Name of Company

Name and Address
of Representative (NAiME

to Receive Panel
ISYRETI

ICrrV STArt ZiP'

Telephone (include area code)

2 (For Union)

Name of Union and Local No

Name and Address
of Pepresentative SNAME]

to Receive Panel

[CITY STATE ZIP)

Telephone (include area code,.

3. Site of Dispute-
|CITY. STATE ZIP)

4. Type of Issue
'DISCHARGE HOLIOAY PAY S CK LFAVC ETC I

5 A panel of seven 171 names is usually provided, ;f you desire a different number, please indicate

6. Type of Industry

El Manufactj;ing

El Construction '-

5 Mining, Agriculture
and Finance

El Other (Specify)

[ Federal Government

El State Government

El Local Government

[] Public Ulilies, Communi-
cations, Transportation
fincluding trucking)

5 Retail, Wholesale and
Service Industries

7 Special Requirements
iSPECIAL ARB4TRATOR OUAUFICATIONSo TIMrE UMITAIFOINS ON N4rAnG OR aFCcSON GEOSR&PHAC. RESTRCTIONS FTC'

8. Signatures (,ICO'4PANYI

IUNITONS

Akhougi the FMCS prefers to Qct upon a joint ,eqsest of-the paries, a sub-msst n wuill Ee mzde bsed an the request of single paty Ho.4.,e'.
my submission of a panel should not be construed as anything rm.e then cc 'pqlonce ith a tequest and does not 'ellect on the substra-c at
arbitrability of the issi- in dispute.

Additional fo,ms may be obtained from the Fede l Mediation end Conciliai~cn Sr.ice c any FMCS Reg-on,! Office See t st on ,ee.se cf Cop)
No. 3.

To be retained by party filng icquest
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(c) A brief statement of the issues in
dispute should accompany the request
to enable the Service to submit the
names of arbitrators qualified for the
Issues Involved. The request should
also include a current copy of the arbi-
tration section of the collective bar-
gaining agreement or stipulation to ar-
bitrate.

(d) If form'R-43 is not utilized, the
parties may request a panel by letter
which must include the names, ad-
dresses, and phone numbers of the
parties, the .location of the contem-
plated hearing, the issue in dispute,
the number of names desired on the
panel, the industry involved and any
special qualifications of the panel or
special requirement desired.

§ 1404.11 Arbitrability.
Where either party claims that a dis-

pute is not subject to arbitration, the
Service will not decide the merit of
such claim.

§ 1404.12 Nominations of arbitrators.
(a) When the parties have, been

unable to agree on an arbitrator, the
Service will submit to the parties on
request the names of seven arbitrators
unless the applicable collective bar-
gaining agreement provides for a dif-
ferent number, or unless the parties
themselves ' request a different
number. Together with the submission
of a panel of arbitrators, the Service
will furnish a biographical sketch for
each member of the panel. This sketch
states the background, qualifications,
experience, and per diem fee estab-
lished by the arbitrator. It states the
existence, if any, of other fees such as
cancellation, postponement, resehedul-
Ing or administrative fees-

(b) When a panel is submitted, and
FMCS control case number is as-
signed. All future communication be-
tween the parties and the Service
should refer to the case number.

(c) The Service considers many fac-
- tors when selecting names for inclu-

sion on a panel, but the agreed-upon
wishes of the parties are paramount.
Special qualifications of arbitrators
experienced In certain issues' or indus-
tries, or possessing certain back-
grounds, may be identified for pur-
poses of submitting panels to accom-
modate the parties. The Service may
also consider such things as general
acceptability, geographical location,
general experience, availability, size of
fee, and the need to expose new arbi-
trators to the selection process inpre-
paring panels. The Service has no obli-
gation to put an individual on any
given panel, or on a minimum number
-of panels in any fixed period, such as a
month or a year.

RULES AND REGULATIONS

(1) If at .any time both parties re-
quest for valid reason, that a name or
names be omitted from a panel, such
name or names will be omitted, unless
they are excessive'in number.

(2) If at any time both parties re-
quest that a name or names be includ-
ed on a panel, such name or names
will be included.

(3) If only one party requests that a
name or names be omitted from a
panel, or that specific individuals be
added. to the panel; such request shall
not be honored.

'(4) If the issue described in the re-
quest appears to require special tech-
nical experience'or qualifications, arbi-
trators who possess such qualifications
will, where possible, be included on
the panel submitted to the parties.

(5) In almost all cases, an arbitrator
is chosen from one panel. However, if
either party requests another panel,
the Service shall comply with the re-
quest providing that an additional
panel is permissible inder the terms
of the agreement or the other party so
agrees. Requests for more than two
panels must be accompanied by a
statement of explanation and will be
considered on a case-by-case basis.

§ 1404.13 Selection and appointment of ar-
bitrators.

(a) The parties should notify the
OAS of their selection of an arbitra-
tor. The arbitrator, upon notification
by the parties, shall notify the OAS of
his selection and willingness to serve.
Upon notification of the parties' selec-
tion of an arbitrator, the Service will
make a formal appointment of the ar-
bitrator.

(b) Where the contract is silent on
the manner of selecting arbitrators,
the jbarties may wish to consider one
of the following methods for selection
of an arbitrator from a panel:

(1) Each party alternately strikes a
name from the submitted panel until
one remains.

(2) Each party advises the Service of
its order of preference by numbering
each name on the panel and submit-
ting the numbered list in writing to
OAS. The name on the panel that has
the lowest accumulated numerical
number will be appointed.

(3) Informal agreement of the par-
ties by whatever method they choose.

(c) The Service will, on joint or uni-
lateral request of the parties, submit a
panel or, when the applicable collec-
tive bargaining agreement authorizes,
will make a direct appointment of an
arbitrator. Submission of a panel or
name signifies nothing more than
compliance with a request. and in no
way constitutes a determination by
the Service that the parties are obli-
gated to arbitrate the dispute in ques-
tion. Resolution of disputes as to the
propriety, of such a submission or ap-

pointment rests solely with the par-
ties.

(d) The arbitrator, upon notification
of appointment, Is required to commu-
nicate with the parties immediately to
arrange for preliminary matters, such
as date and place of hearing.

§ 1401.14 Conduct of hearings.
All proceedings conducted 'by the

arbitrator shall be In conformity with
the contractual obligations of the par-
ties. The arpitrator Is also expected to
conduct all proceedings in conformity
with § 1404.4(b). The conduct of the
arbitration proceeding Is under the ar-
bitrator's jurisdiction and control and
the arbitrator's decision is to be based
upon the evidence and testimony pre-
sented at the hearing or otherwise in.
corporated in the record of the pro.
ceeding. The arbitrator may, unless
prohibited by law, proceed In the ab.
sence of any party who, after due
notice, fails to be present or to obtain
a postponement. An award rendered in
an ex parte proceeding of this nature
must be based upon evidence present-
ed to the-arbitrator.

§1404.15 Decision and award.
(a) Arbitrators are encouraged to

render awards not later than 60 days
from the date of the closing of the
record as determined by the arbltra-
tor,- unless otherwise agreed upon by
the parties or specified by law. A fail-
ure to render timely awards reflects
upon. the performance of an arbitrator
and may lead to his removal from the
FMCS roster.

(b) The parties should inform the
OAS whenever a decision is unduly de-
layed. The arbitrator shall notify the
OAS if and when the arbitrator (1)
cannot schedule, hear and determine
issues promptly, or (2) learns a, dispute
has been settled by the parties prior to
the decision. '

(c) After an award has been submit-
ted to the parties, the arbitrator Is re-
quired to file a copy with the OAS.
The arbitrator is further required to
submit a Fee and Award Statement,
form R-19, showing a breakdown of
the fee and expense charges so that
the Service may be In a position to
review conformance with stated
charges under § 1404.12(a). Filing both
award and report within 15 days after
rendering an award Is required of all
arbitrators. The reports are not used
for the purpose of compelling pay-
ment of fees.

(d) While the Service encourages the,
publication of arbitration awards, It is
the policy of the Service not to release
arbitration decisions for publication
without the consent of both parties.
Furthermore, the Service expects the
arbitrators it has nominated or ap-
pointed not to give publicity to awards
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they issue if objected to by one of the
parties.

§ 1404.16 Fees and charges of arbitrators.
(a) No administrative or filing fee is

charged by the Service. The current
policy of the Service permits each of
its nominees or appointees to charge a
per diem fee and other predetermined
fees for services, the amount of which
has been certified in advance to the
Service. Each arbitrator's maximum
per diem fee and the existence of
other predetermined fees, if any, are
set forth on a biographical sketch
which is sent to the parties when
panels are submitted and are the con-
trolling fees. The arbitrator shall not
change any fee or add, charges without
giving at least 30 days advance notice
to the Service.

(b) In cases involving unusual
amounts of time and expenses relative
to pre-hearing and post-hearing ad-
ministration of a particular case, an
administrative charge inay be made by
the arbitrator.

(c) All charges other than those
specified by § 1404.16(a) shall be di-
vulged to and agreement obtained by
the arbitrator with the parties imme-
diately after appointment.

(d) The Service requests that it be
notified of any arbitrator's deviation
from the policies expressed herein.
However, the Service will not attempt
to resolve any fee dispute.

§ 1404.17 Reports and biographical sketch-
es.

(a) Arbitrators listed on the Roster
shall execute and return all docu-
ments, forms and reports required by
the Service. They shall also keep the
Service informed of changes of ad-
dress, telephone number, availability,
and of any business or other connec-
tion or relationship which involves
labor-management relations, or which
creates or gives the appearance of ad-
vocacy as defined in § 1404.4(c)(1).

(b) The Service may require each ar-
bitrator listed on the Roster to pre-
pare at the time of initial listing, and
to revise, biographical information in
accordance with a format to be pro-
vided by the Service at the time of ini-
tial listing or biennial review. Arbitra-
tors may also request revision of bio-
graphical information at other times
to reflect changes in fees, the exist-
ence of additional charges, address, ex-
perience and background, or other rel-
evant data. The Service reserves the
right to decide and approve the format
and content of biographical sketches.

[FR Doc. 79-7188 Filed 3-8-79; 8:45 am

[4510-26-M]

Title 29-Labor

CHAPTER XVII-OCCUPATIONAL
SAFETY AND HEALTH ADMINIS-
TRATION, DEPARTMENT OF LABOR

PART 1952-APPROVED STATE
PLANS FOR ENFORCEMENT OF
STATE STANDARDS

South Carolina

AGENCY: Occupational Safety and
Health Administration, U.S. Depart-
ment of Labor.
ACTION: Denial of Petitions for with-
drawal of approval of the South Caro-
lina State Plan.

SUMMARY: The petitions by the
Carolina Brown Lung Association and
by the AFI-CIO, to withdraw approv-
al of the South Carolina State Plan
for the development and enforcement
of State occupational safety and
health standards are hereby denied by
the Assistant Secretary of Labor for
Occupational Safety and Health.
EFFECTIVE DATE. December 8,
1978.
FOR FURTHER INFORMATION
CONTACT:.

Veronica Allen, Project Officer,
Office of State Programs, Occupa-
tional Safety and Health Adminis-
tration, Room 149, '2100 LE Street
N.W., Washington, D.C. 20210, 202-
653-5373.

SUPPLEMENTARY INFORMATION:

BacxGouNw

On October 12, 1977 and March 6.
1978, the Assistant Secretary received
petitions. from the Carolina Brown
Lung Association and the AFL-CIO,
respectively, re.arding the South
Carolina State Plan. for Occupational
Safety and Health. The petitions re-
quested that the Assistant Secretary,
pursuant to 29 CFP Part 1955, with-
draw approval of the South Carolina
State Plan. Both petitions alleged spe-
cific performance deficiencies in en-
forcement of the cotton dust standard
and prosecution of contested cotton
dust cases and in such other areas as
hazard recognition, review procedures,
inspection scheduling, health referrals
and response to major federal program
changes. In addition, the Carolina
Brown Lung Association petition al-
leged deficiencies in employee training
and education and the AFL-CIO peti-
tion alleged legislative and regulatory
deficiencies.

The Department of Labor/(OSHA)
_ investigated all allegations contained

in the petitions. That investigation re-
vealed that charges of legislative and

13013

regulatory deficiencies were unfojind-
ed. Although the South Carolina Act
does not mirror the Federal Act, the
South Carolina Plan, along with its
implementing regulations, provide cov-
erage and employee rights comparable
to that of the Federal Act. In addition,
OSHA's investigation revealed that
the performance deficiencies cited
have either been corrected or consider-
al~le improvement has been demon-
strated by the State, especially since
the filing of the petitions. Based on
the foregoing, the petitions are hereby
denied.

DECIsIOx

In accordance with 29 CFR.
1955.5(b)(2), both the Carolina Brown
Lung Association's and the AFL-CIO's
petition for the withdrawal of approv-
al of the South Carolina State Plan
are hereby denied. The denial of these
petitions does not preclude future
action by the Assistant Secretary on
these issues or any other issues regard-
ihg the plan which may be raised by
monitoring or evaluation. The denial
also does not preclude the filing of
future petitions by these or any other
parties.

(Sec. 18. Pub. T 91-596, 84 Stat. 1603 (29
U.S.C. 667)).

Signed at Washington, D.C. this 2d
day of March, 1979.

EVTrA Bnwqsr
Assistant Secretary ofLabor

(FR Dec. 79-239 Piled 3--79; &4a aml

[7710-12-M]
Title 39-Postal Service

CHAPTER I-UNITED STATES POSTAL
SERVICE

PART 955--RULES OF PRACTICE
BEFORE THE BOARD OF CON-
TRACT APPEALS

Adoption of Rules Providing for Op-
tional Small Claims Eipedited and
Accelerated Procedures and Rules
for Subpoenas.

AGENCY: Postal Service.
ACTION: Interim rules.

SUMMARY: Thd Postal Service Board
of Contract Appeals rules have been
modified by the Judicial Officer to add
new procedures pertaining to small
claims and subpoenas as required by
The Contract Disputes Act of 1978,
Pub. L. 95-563.
EFFECTIVE DATE: March 1, 1979.
FOR FURTHER INFORMATION
CONTACT:.

FEDERAL REGISTER, VOL 44, NO. 48--FRIDAY, MARCH 9, 1979



1- 13014

James A. Cohen, Judicial Officer,
U.S. Postal Service, Washington,
D.C. 20260, (202),245-4915. '

SUPPLEMENTARY INFORMATION:
Effective March 1, 1979, the Contract
Disputes Act of 1978, Pub. L. 95-563
provides for various changes in prior
contract dispute policies and practices.
The Postal Service Board of Contract
Appeals has been re-established pursu-
ant to § 8(a)(1) of that act to resolve
contract appeals under the act. The
following interim rules of the Board
are adopted as additions to the exist-
ing rules pending issuance by the
Office of Federal Procurement Policy
of final procedural guidelines under
§ 8(h) of Pub. L. 95-563.

To provide for new expedited and ac-
celerated procedures for small claims
and for the issuance of subpoenas, 39
CFR is amended as follows:

In part 955 revise § 955.35 and add
§§ 955.36 and 955.37 to read as follows:

EFFECTIVE DATE AND APPLICABILITY -

§ 955.35 Effective date and applicability.
(a) §§ 955.1 through 955.34 took

effect on February 18, 1976. Except as
otherwise directed by the Board, these
rules shall not apply to appeals dock-
eted prior to their effective date.

(b) Pursuant to The Contract Dis-
putes Act of 1978, Pub. L. 95-563,
8§ 955.36 and 955.37 apply to appeals
relating to contracts entered into on
or after March 1, 1979. At the election
of the appellant, §§ 955.36 and 955.37
shall also apply to appeals relating to
contracts, entered into before March 1,
1979, if the Contracting Officer's final
decision is dated March 1, 1979, or
thereafter. When § 955.36 is applicable
it supersedes § 955.13.

§ 955.36 Optional small claims (expedited)
and accelerated procedures.

(a) These procedures aie available
solely at the election of the appellant.

(b) Elections to Utilize SMALL
CLAIMS (EXPEDITED) and ACCEL-
ERATED Procedure. -

(1) In appeals where the amount in'
dispute is $10,000 or less, the appellant
may elect to have the appeal processed
under a SMALL CLAIMS (EXPEDIT-
ED) procedure requiring decision of
the appeal, whenever possible, within
120 days after the Board receives writ-
ten notice of the appellant's election
to utilize this procedure. The details
of this procedure- appeals in paragraph
(c) of this Rule. An appellant may
elect the ACCELERATED procedure
rather than the SMALL CLAIMS (EX-
PEDITED) procedure for any appeal
eligible for the SMALL CLAIMS (EX-
PEDITED) procedure.

(2) In appeals where the amount in
dispute is $50,000 or less, the appellant
may elect to have the appeal processed
under an ACCELERATED procedure

'RULES AND REGULATIONS

requiring decision of the appeal, when-
ever possible, within 180 days after the
Board 'receives written notice of the
appellant's election to utilize this pro-
cedure. The details of this procedure
appear in paragraph (d) of this Rule.

(3) The appellant's election of either
the SMALL CLAIMS (EXPEDITED)
procedure or the ACCELERATED
procedure may be made either in his
notice-of appeal or by other written
notice at any time thereafter.

(4) In deciding whether the-SMALL
CLAIMS (EXPEDITED) procedure or
the ACCELERATED procedure is ap-
plicable to a given appeal the Board
shall determine the amount in dispute
by adding the amount claimed by the
appellant against the respondent, to
the amount claimed by respondent
against the appellant. If either party
making a claim against the other
party does not otherwise state in writ-
ing the amount of its claim, the
amount claimed by such party shall be
the maximum amount which such
party represents in writing to the
Board that it can reasonably expect to
recover against the other.

(c) The SMALL CLAIMS (EXPE-
DITED) Procedure.

(1) This procedure shall apply only
to appeals where the amount in dis-
pute is $10,000 or less as to which the
appellant has elected the SMALL
CLAIMS (EXPEDITED) procedure.

(2) In cases proceeding under the
SMALL CLAIMS (EXPEDITED) pro-
cedure, -the following, time periods
shall apply (I) within ten days from
the respondent's first receipt from
either the appellant or the Board of a
copy of the appellant's notice of elec-
tion of the SMALL CLAIMS (EXPE-
DITED) procedure, the respondent
shall send- the Board a'copy of the
contract, the contracting officer's final.
decision, and the appellant's claim
letter or letters, if any; (li) within 15
days after the Board has acknowl-
edged receipt of the notice of election,
either party desiring an oral hearing
shall so-inform the Board. If either
party requests an oral hearing, the
Board'shall promptly schedule such a
hearing for a mutually convenient
time consistent with administrative
due process and the 120-day limit for a
decision, at a place determined under
§ 955.18. If a hearing is not requested
by either party within the time pre-
scribed by this Rule,-the appeal shall
be deemed to have been submitted
under § 955.12 without a hearing.

(3) In cases proceeding under the
SMALL CLAIMS (EXPEDITED) pro-
cedure, pleadings, discovery, and other
prehearing activity will be allowed
only as -consistent with the require-
ment to conduct the hearing on the
date -scheduled or, if no hearing is
scheduled,- to close the record on a
date that will allow decision within

the 120-day limit. The Board, In its
discretion' may shorten time periods
prescribed elsewhere In these Rules as
necessary to enable the Board to
decide the appeal within -120 days
after the Board has received the ap-
pellant's notice of election of the
SMALL CLAIMS (EXPEDITED) pro-
cedure. In so doing the Board may re-
serve whatever time up to 30 days it
considers necessary for preparation of
the decision.

(4) Written decision by the Board in
cases processed under the SMALL
CLAIMS (EXPEDITED) procedure
will be short and contain only sum-
mary findings of fact and conclusions,
Decisions will be rendered for the
Board by a single Administrative
Judge. If there has been a hearing, the
Administrative Judge presiding at the
hearing may, In his discretion, at the
conclusion of the hearing and after en-
tertaining such oral arguments as he
deems appropriate, render on the
record oral summary findings of fact,
conclusions, and a decisidn of the
Appeal. Whenever such an 6ral deci-
sion is rendered, the Board will subse-
quently furnish the parties a typed
copy of such oral decision for the
record and payment purposes and to
establish the date of commencemen
of the period for filing a motion for re-
consideration under § 955.20.

(5) Decisions of the Boardunder the
SMALL CLAIMS (EXPEDITED) pro-
cedure will not be published, will have
no value as precedents, and in the ab-
sence of fraud, cannot be appealed

(d) The ACCELERATED Procedure
(1) This procedure shall apply only

to appeals wherethe amount n dis-
pute is $50,000 or less as to which the
appellant has made the requisite elec-
tion.

(2) In cases proceeding under the
ACCELERATED procedure, the par-
ties are encouraged, to the extent pos-
sible consistent with adequate presen-
tation of their factual and legal posi-
tions, to waive pleadings, discovery,
and briefs. The Board, irt its discre-
tion, may shorten time periods pre-
scribed elsewhere In these Rules as
necessary to enable the Board to
decide the appeal within 180 days

-after the Board has received the ap-
pellant's notice of election' of the AC-
CELERATED procedure, and may re-
serve 30 days for preparation of the
decision. -

(3) Written decisions by the Board in
cases processed under the ACCELER-
ATED procedure will normally be
short and contain only summary find-
ings of fact and conclusions. Decisions
will be rendered for the. Board by a
single Administrative Judge with the
concurrence of the Chairman or Vice
Chairman or other designated Admin-
istrative Judge, or by a maJorlt'
among these two and an additional
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designated member in case of disagree-
ment. Alternatively, in cases where
the amount in dispute is $10,000 or
less as to which the ACCELERATED
procedure has been elected and in
which there has been a hearing, the
single Administrative Judge presiding
at the hearing may, with the concur-
rence of both parties, at the conclu-
sion of the hearing and after enter-
taining such oral arguments as he
deems appropriate, render on the
record oral summary findings of fact,
conclusions, and a decision of the
appeal. Whenever such an oral deci-
sion is rendered, the Board will subse-
quently furnish the parties a typed
copy of such oral decision for record
and payment purposes and to estab-
lish the date of commencement of the
period for filing a motion for reconsid-
eration under Rule § 955.30.
(e) Motions for Reconsideration in

Cases Arising Under § 955.36.
Motions for Reconsideration of cases

decided under either the SMALL
CLAIMS (EXPEDITED) procedure or
the ACCELERATED procedure need
not be decided 'within the time periods
prescribed by this § 955.36 for the ini-
tial decision of the appeal, but all such
motions shall be processed and decid-
ed rapidly so as to fulfill the intent of
this Rule.

§ 955.37 Subpoenas
(a) General-Upon written request

of either party filed with the docket
clerk or on his own initiative, the Ad-
Ministrative Judge to whom a case is
assigned or who is otherwise designat-
ed by the Chairman may issue a sub-
poena requiring.
(1) testimony at a deposition-the

deposing of a Witness in the city or
county where he resides or is em-
ployed or transacts his business in
person, or at another location conven-
ient for him that is specifically deter-
mined by the Board;

(2) testimony at a hearing-the at-
tendance of a witness for the purpose
of taking testimony at a'hearing and

(3) production of books and papers-
in addition to (1) and (2), the produc-
tion by the witness at the deposition
6r hearing of books and papers desig-
nated in the subpoena.
(b) Voluntary Cooperation-Each

party-is expected (1) to cooperate and
make available witnesses and evidence
under its control as requested by the
other party, without issuance of a sub-

- poena, and (2) to secure voluntary at-
tendance of desired third-party books,
papers, documents, or tangible things

_ whenever possible.
(c) Requests for Subpoenas
(1) A request for a subpoena shall

normally be filed at least:
-I () 15 daysbefore a scheduled deposi-
tion where the attendance of a witness
at a deposition is sought;
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(ii) 30 days before a scheduled hear-
ing where the attendance of a witness
at a hearing is sought.

In its discretion the Board may
honor requests for subpoenas not
made within these time limitations.

(2) A request for a subpoena shall
state the reasonable scope and general
relevance to the case of the testimony
and of any books and-papers sought.

(d) Requests to Quash or Modify-
Upon written request by the person
subpoenaed or by a party, made within
10 days after service but in any event
not later than the time specified in
the subpoena for compliance, the
Board may (1) quash or modify the
subpoena if It Is unreasonable and op-
pressive qr for other good cause
shown, or (2) require the person in
whose behalf the subpoena was Issued
to advance the reasonable cost of pro-
ducing subpoenaed books and papers.
Where circumstances require, the
Board may act upon such a request at
any time after a copy has been served
upon the opposing party.

(e) Form; Issuance
(1) Every subpoena shall state the

name of the Board and the title of the
appeal and shall command each
person to whom It is directed to attend
and give testimony, and if appropriate,
to produce specified books and papers
at a time and place therein specified.
In issuing a subpoena to a requesting
party, the Administrative Judge shall
sign the subpoena and may In his dis-
cretion, enter the name of the witness
and otherwise leave It blank. The
party to whom thp subpoena is Issued
shall complete the subpoena before
service.

(2) Where the witness is located in a
foreign country, a letter rogatory or
subpoena may be issued and served
under the circumstances and in the
manner provided in 28 U.S.C. 1781-
1784.

f) Service
(1) The party requesting Issuance of

a subpoena shall arrangefor service.
(2) A subpoena requiring the attend-

-ance of a witness at a deposition or
.hearing may be served at any place. A
subpoena may be served by a United
States marshal or deputy marshal, or
by any other person who is not a party
and not less than 18 years of age. Serv-
ice of a subpoena upon a person
named therein shall be made by per-
sonally delivering a copy to that
person and tendering the fees for one
day's attendance and the mileage pro-
vided by 28 U.S.C. 1821 or other appil-
cable law.

(3) The party at whose Instance a
subpoena is issued shall be responsible
for the payment of fees and mileage of
the witness and of the officer who
serves the subpoen. The failure to
make payment of snch charges on
demand may be deemed by the Board
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as a sufficient ground for striking the
testimony of the witness and the ei-
dence the witness has produced.

(g) Contumacy or Refusal to Obey a
Subpoena-In case of contumacy or re-
fusal to obey a subpoena by a person
who resides, if found, or transacts
b-usiness within the jurisdiction of a
United States District Court, the
Board will apply to the Court through
the Attorney General of the United
States for an order requiring the
person to appear before the Board or a
member thereof to give testimony or
produce evidence or both. Any failure
of any such person to obey the order
of the Court may be punished by the
Court as a contempt thereof.
(39 U.S.C. 204. 101(2).)

W. ALLE SA--DzRs,
Acting Deputy General Counsel

IFR Dc. 79-7153 Fied 3--79- 8:45 am]

(6560-01-M]
Title 40-Protedion of the

Environment

CHAPTER I-ENVIRONMENTAL

PROTECTION AGENCY

CFRL 1052-61

PART 65-DELAYED COMPLIANCE
ORDERS

Approval of a Delayed Compliance
Order Issued by West Virginia Air
Pollution Control Commission To
Brockway Glass Co., Inc.

AGENCY: Environmental Protection
Agency.
ACTION: Final rule.
SUDdMARY: The Administrator of
EPA hereby approves a Delayed Com-
pliance Order issued by West Virginia
Air Pollution Control Commission to
the Brockway Glass Co., Inc. The
Order requires the company to bring
air emissions from its glass furnace in
Vienna into compliance with certain
regulations contained in the Federal-
ly-approved Virginia State Implemen-
tation Plan (SIP). Because of the Ad-
ministrator's approval, Brockway
Glass Co.'s compliance with the Order
will preclude suits under the Federal -
enforcement and citizen suit provi-
sions of the Clean Air Act for viola-
tions of the SIP regulations covered
by the Order during the period the
Order Is in effect.
DATES: This rule takes effect on
March 9, 1979.
FOR FURTHER INFORMATION
CONTACT:.

Patrick McManus (3EN12), U.S.
EPA, Region III. Curtis Building,

FEDERAL REGISTER, VOL 44, NO. 48--FRIDAY, MARCH 9, 1979
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'Sixth & Walnut Streets, Philadel-
phia, Pa. 19106, (215) 597-9893.

ADDRESSES: A copy of the Delayed
Compliance Order, any-supporting ma-
terial, and any comments received in
response to a prior FEDERAL REGISTEiI.
notice proposing approval of the
Order are available for public inspec-
tidn and copying during normal busi-
ness lboqrs, at:

Air Enforcement Branch, U.S. EPA,
Region III, Curtis Building,. Sixth &
Walnut Streets, Philadelphia, Pa.

,19106.

SUPPLEMENTARY INFORMATION:
On September 25, 1978, the Regional
Administrator of EPA's Region III
Office published in the FEDRnL REGIs-
TSR, Vol. 43, No. 186 (43 FR 43333), a
notice proposing approval of a delayed
compliance order issue by West Virgin-
ia Air Pollution Control Commission
to the Brockway Glass Co., Inc. The
notice asked for public comments by
October 25, 1978 on EPA's' proposed
approval of the Order.

No public comments have been re-
ceived by this office; therefore, the de-
layed compliance order issued to
Brockway Glass Co., Inc. is approved
by the Administrator of EPA pursuant
to the authority of Section. 113(d)(2)
of the Clean Air Act, 42 U.S.C.
7413(d)(2). The Order places Brock-
way Glass Co., Inc. on a schedule to
bring Its glass furnace in Vienna into
compliance as expeditiously as practi-
cable with Regulation VII, "To Pre-
vent and Control Particulate Air Pol-
lution From Manufacturing Process
Operations", a part of the Federally-
approved West Virginia State Imple-
mentation Plan. If the conditions of
the, Order are met, It will permit
Brockway Glass Co., Inc. to delay com-
pliance 'with the SIP regulations cov-
ered by the Order until December 30,
1978. The company is unable to imnme-
diately comply with these regulations.

EPA' has determined that its approv-
al of the Order shall be effective
March 9, 1979 because of the need to
immediately place Brockway Glass
Co., Inc. on a schedule which is effec-
tive under, the Clean Air Act for com-
pliance with the applicable require-
ments of the West Virginia State Im-
plementation Plan.
(42 U.S.C. 7413(d), 7601.)

Dated: February 28, 1979.
DOUGLAS M. Cosm.E,

Administrator.

RULES AN1D REGULATIONS

In consideration *of the foregoing,
Chapter I of Title 40 of the Code of
Federal Regulations is amended as fol-
loWs:

PART 65-DELAYED COMPLIANCE
ORDERS

1. The following entry is added to

the table in § 65.531 to reflect approval
of the following delayed compllance
orders:

§ 65.531 EPA Approval of State delayed
compliance orders issued to major sta.
tiorfary sources.

* * . * *

SIP regulation Date of FR Final
Source Location involved proposal complialnco

date

Brockway Glass Co. Inc ............................... Vienna ........... Regulation Sept. 25, 1978 Dec. 30, 1978
VII.

[FR Doc. 79-7120 Filed 3-8-79; 8:45 am]

-[6560-01-M]

[FRL 1052-3]

PART.65-DELAYED COMPLIANCE
ORDERS

Approval of a Delayed Compliance
Order Issued by West Virginia Air
Pollution Control Commission to
Banner Fibreboard Co,

AGENCY: Environmental Protection
Agency.
ACTION: Final rule.

SUMARY: The Administrator of
EPA hereby approves a Delayed Com-
pliance Order issued by West Virginia
Air Pollution Control Commission to
the Banner Fibreboard Co. The Order
requires the, company to bring air
emissions from its oil and coal' fired
boilers in Wellsburg, West Virginia
into compliance with certain regula-
tions contained in the federally-ap-
proved West Virginia State Implemen-
tation Plan (SIP). Because of the Ad-
ministrator's approval, Banner Fibre-
board Co. compliance with the Order
will preclude suits under, the federal
enforcement and citizen suit provi-
sions of the Clean Air Act for viola-
tions of the SIP regulations covered
by the Order during the period the
Order is in effect.:

DATES: This rule takes effect on
March 9, 1979.
FOR FURTHER INFORMATION
CONTACT:

Patrick McManus (3EN12), U.S.
EPA, Region flI, Curtis Building,

° Sixth & Walnut Streets, Philadel-
phia, Pennsylvania 19106, 215/597-
9893.

ADDRESSES: A copy of the Delayed
Compliance Orlder, any supporting ma-
terial, and any comments received in
response to a prior F~mEvAs REGISTER

notice proposing approval of the
Order are available for public Inspec-
tion and copying during normal busi-
ness hours at:

Air Enforcement Branch, U.S. EPA,
Region III, Curtis Building, Sixth &
Walnut Streets, Philadelphia, Penn-
sylvania 19106.

SUPPLEMENTARY INFORMATION:
On September 25, 1978 the Regional
Administrator of EPA's Region III
Office published in the FEsmlAL REGIS-
TER, Vol. 43, No. 186, (43 FR 43337) a
notice proposing approval of a delayed
compliance order issued by West Vir-
ginia Air Pollution Control Commis-
sion to th6 Banner Fibreboard Co, The
notice asked for public comments by
October 25, 1978 on EPA's proposed
approval of the Order.
. No public comments have been re-
ceived by this office; therefore, the de-
layed compljance order issued to
Banner Fibreboard Co. Is approved by
the Administrator of EPA pursuant to
the authority of Section 113(d)(2) of
the Clean Air Act, 42 U.S.C.
7413(d)(2). The Order places Banner
Fibreboard Co. on a schedule to bring
its oil and-coal-fired boilers In Wells-
burg into compliance as expeditiously
as practicable with Regulation II, "To
Prevent and Control Particdlate Air
Pollution Frdm Combustion of Fuel in
Indirect Heat Exchangers", a part of
the federally-approved West Virginia
State Implementation Plan. The
Order also imposes interim require-
ments which meet Sections
113(d)(1)(C) and 113(d)(7) of the Act,
and emission monitoring and reporting
requirements. If, the conditions of the
Order are met, It will permit Banner
Fibreboard Co. to. delay compliance
with the SIP regulations covered by
the Order until July 1, 1979. The com-
pany is unable to immediately comply
with these regulations.

EPA has determined that its approv-
al of the Order shall be effective
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FRL 1052-1]
PART 65-DELAYED COMPLIANCE

ORDERS

Approval of a Delayed Compliance
Order Issued by West Virginia Air
Pollution Control Commission to
Pennzoil Co.

AGENCY Environmental Protection
Agency.

ACTION: Final rule.
SUMMARY: The Administrator of
EPA hereby approves a Delayed Com-
pliance Order issued by West Virginia
Air Pollution Control Commission to
the Pennzoil Company. The Order re-
quires the company to bring air emis-
sions fromits Elk Refining Division in
Falling Rock into compliance with cer-
tain regulations contained in the fed-
erally-approved West Virginia State
Implementation Plan (SIP). Because
of the Administrator's approval, Penn-
zoil Company compliance with- the
Order will preclude suits under the
federal enforcement and citizen suit
provisions of the Clean Air Act for vio-
lations of the SIP regulations covered
by the Order during the period the
Order is in effect.
DATES: This rule takes effect on
March 9, 1979.

RULES AND REGULATIONS

March 9, 1979 because of the need to
immediately place Pennzoil Co. on a
schedule which is effective under the
Clean Air" Act for compliance with the
applicable requirements of the West
Virginia State Implementation Plan.

(42 U.S.C. 7413(d), 7601.)
Dated: February 28, 1979.

DOUGLAS M. CosTLE,
Administrator.

In consideration of the foregoing,
Chapter I of Title 40 of the Code of

Federal Regulations is an
lows:

PART 65-DELAYED CC
ORDERS

1. The following entry
the table in § 65.531 to re
of the following delaye
order.

§ 65.531 EPA Approval of
compliance orders issue
tionary sources.

nended as fol- notice asked for public comments by
October 25, 1978 on EPA's proposed

)MPLIANCE approval of the Order.
No public comment& have- been re-

ceived by this offlice; therefore, the de-
is added to layed compliance order Issued to Penn-

flect approval zoil Co. Is approved by the Administra-
d compliance tor of EPA pursuant to the authority

of Section 113(d)(2) of the Clean Air
Act, 42 U.S.C. 7413(d)(2). The Order
places Pennzoll Co. on a schedule toState delayed bring Its flare system and furnaces indi to major sta- Falling Rock Into compliance as expe-
ditiously as practicable with Regula-
tion VIL "To Prevent and Control
Particulate Air Pollution From Manu-
facturing Process Operations", a part

Fial of the federally-approved West Virgin-
ia State Implementation Plan. The
Order also imposes Interim require-

8 July 1, 1970 ments which meet Sections
113(d)(1)(C) and 113(d)(7) of the Act,
and emission monitoring and reporting
requirements. If the conditions of the
Order are met, it will permit Pennzoil
Co. to delay compliance with the SIP
regulations covered by the Order until

ORMATION November 15, 1978. The company is
unable to immediately comply with
these regulations.

EN12), US. EPA has determined that its approv-
tis Building, al of the Order shall be effective
ets, Philadel- March 9. 1979 because of the need to
.06, 215/597- Immediately place Pennzoil Co. on a.

schedule which is effective under the
Clean Air Act for compliance with the

the Delayed applicable requirements of the West
pporting ma- Virginia State-Implementation Plan.
S receivea In
"L REGSR
val of the
ublic Inspec-
normal busi-

h, U.S. EPA,
Ilding, Sixth
Philadelphia,

)RMATION:
the Regional
Region I

DRAL REzis-
FR 43339), a
of a delayed
y West Vir-
rol Commls.
mpany. The

(42 U.S.C. 7413(d), 7601.)
Dated: February 28, 1979.

DoucrLs M. CosTL:E,
Administrator.

In consideration of the foregoing,
Chapter I of Title 40 of the Code of
Federal Regulations is amended as fol-
lows:

PART 65-DELAYED COMPLIANCE
ORDERS

I. The following entry is added to
the table.in § 65.531 to reflect approval
of the following delayed compliance
order:.

§ 65.531 EPA Approval of State delayed
compliance orders issued to major sta-
tionary sources.

SIPMMeguatIqn Date of R FinalIAx cton involved propcaai complIance
date

Pennzoll Co --- Eal-ing Rock. Regulation Sept. 25.1978 Nov. 5,19"8

VIe

: [(FR De. 7/9-7122 Filed 3-8-'/9; 8:45 am]

FOR FURTHER INF
CONTACT.

Patrick McManus (3
EPA, Region III, Cur
Sixth and Walnut Stre
phia, Pennsylvania 191
9893.

ADDRESSES: A copy of
Compliance Order, any su
terial, and any comment
respon e to a prior Fn
notice proposing appr0
Order are available for p
tion and copying during
ness hours at:

.Air Enforcement Branci
Region III, Curtis Bu
and Walnut Streets,
Pennsylvania 19106.

SUPPLEMENTARY INF(
On September 25, 1978, t
Administrator of EPA's
Office published in the FE
TER, Vol. 43, No. 186 (43
notice proposing approval
compliance order Issued I
ginia Air Pollution Cont
slon to the Pennzoil Co

Source

FEDERAL REGISTER, VOL 44, NO. 48-FRIDAY, MARCH 9, 1979
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-Banner Fibreboard Co . . Wellsburg. Regulation SepL. 25,197
Ii

[FR Doc. 79-7121 Filed 3-8-79; 8:45 am]
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[6560-01-M]

[IlL 1051-81

PART 65-DELAYED COMPLIANCE.
- ORDERS

Approval of a Delayed Compliance
Order Issued by West Virginia Air
Pollution Control Commission to
Pennsy!vania Glass Sand, Corp.

AGENCY: Environmental Protection
Agency.

ACTION: Final rule.
SUMMARY: The Administrator of
EPA hereby approves a Delayed Com-
pliance Order issued by West Virginia
Air Pollution Control Commission to
the Pennsylvania Glass Sand Corp.
Trhe Order requires the company to
bring air emissions from its coal-fired
boilers in Berkeley Springs into com-
pliance with certain regulations con-
tained in the federally-approved West
Virginia State Implementation Plan
(SIP). Because of the Administrator's
approval, Pennsylvania Glass Sand
Corp. compliance with the Order will
preclude suits under the federal. en-
forcement and citizen suit provisions
of the Clean Air Act for violations of
the SIP regulations covered by- the
Order during the period the Order is
in effect.
DATES: This rule takes effect on
March 9, 1979.

FOR FURTHER INFORMATION
CONTACT:

Patrick McMdnus (3EN12), U.S.
EPA, Region III, Curtis Building,
Sixth & Walnut Streets, Philadel-
phia, Pennsylvania 19106, 2151597-

* 9893.

ADDRESSES: A copy of the Delayed
Compliance Order, any supporting ma-
terial, and any comments received in
response to a prior FEDERAL REGISTER
notice proposing approval of the
Order~are available for public inspec-
tion and copying during normal busi-
ness hours at:

Air Enforcement Branch, U.S. EPA,
Region III, Curtis Building, Sixth &
Walnut Streets, Philadelphia, Penn!
Sylvania 19106.

SUPPLEMENTARY INFORMATION:
On September 25, 1978, the Regional
Administrator of EPA's Region III
Office published in the FEDERAL REGIS-
TER, Vol. 43, 'No. 186 (43 FR 43337), a
notice proposing approval of a delayed

RULES AND REGULATIONS

compliance order issued by West Vir-
ginia Air Pollution Control Commis-
sion to the Pennsylvania Glass Sand
Corp. The notice asked for public com-
ments by October 25, 1978 on EPAs
proposed approval of the Order.. No public comments have been re-
ceived by this office; therefore, the de-
layed compliance order issued to Penn-
sylvania Glass Sand Corp. is approved
by the Administrator of EPA pursuant
to the authority -of Section 113(d)(2)
of the Clean Air Act, 42 U.S.C.
7413(d)(2). The Order places Pennsyl-
vania Glass Sand Corp. on a schedule
to bring its coal-fired boilers in Berke-
ley Springs into compliancp as expedi-
tiously as practicable with Regulation
II, "To Prevent and Control Particu-
late Air Pollution From Combustion of
Fuel in Indirect Heat Exchangers", a
part of the federally-approved West
Virginia State Implementation Plan.
The Order also imposes interim re-
quirements which meet Sections
113(d)(1)(C) and 1-13(d)(7) of the Act,
and emission monitoring and reporting
requirements. If the conditions of the
Order are met, it will permit Pennsyl-
vania Glass Sand Corp. to delay com-
pliance with the SIP regulations cov-
ered by the Order until June 30, 1979.

"Source

The company is unable to immediately
comply with these regulations.

EPA has determined that Its approv-
al of the Order shall be effective
March 9, 1979 because of the need to
immediately place Pennsylvania Glass
Sand Corp. on a schedule which Is ef-
fective under the Clean Air Act for
compliance with the applicable re-
quirements of the West Virginia State
Implementation Plan.
(42 U.S.C. 7413(d), 7601.),

Dated: February 28, 1979.
DOUGLAS M. CosLE,

Administrator ,
In consideration of the foregoing,

Chapter I of Title 40 of the Code of'
Federal Regulations is amended as fol-
lows:'

PART 65--DELAYED COMPLIANCE
ORDERS

The following entry is added to the
table In § 65.531 to reflect approval of
the following delayed 'compliance
order:

§ 65.531 EPA Approval of State delayed
compliance orders issued to major sta.
tionary sources.

SIP regulation Date of FR Final
Location Involved proposal compliance

date

Pennsylvania Glass Sand Corp_........... ...... Berkeley Regulation II Sept. 25. 1978 J=n0 30. 1079
Springs.

[FR Doc. T9-7123 Filed 3-8-79; 8:45 am]

[6566-01-M]

_F[L 1051-7]

PART 65--DELAYED COMPLIANCE
ORDERS

Approval of a Delayed Compliance
Order Issued by the State of Mary-
land to Glidden Pigments Group of
SCM Corp.

AGENCY: Environmental Protection
Agency.
ACTION: Final rule.
SUMMARY:- The Administrator of.
EPA hereby approves a Delayed Com-
pliance Order issued by the State of
Maryland to the Glidden Pigments
Groups of SCM Corp. The Order re-
quires the company to bring air emis-
sions from its batch attack vessels and
chloride processing plant in Baltimore,
Maryland into compliance with certain
regulations contained in the federally-
approved Maryland State Implementa-

tion Plan (SIP). Because of the Ad.
ministrator's approval, Glidden Pig-
ments Group of SCM Corp. compli-
ance with the order will preclude suits
under the federal enforcement and
citizen suit provisions of the Clean Air
Act for violations of the SIP regula.
tions covered by the Order during the
period the Order is in effect.
DATES: This rule takes effect on
March 9, 1979.
FOR FURTHER . INFORMATION
CONTACT:. .

Thomas W. Shiland (3EN12), ,U.S.
EPA, Region III, Curtis Building,
Sixth & Walnut Streets, Philadel-
phia, Pennsylvania 19106, 215/597-
7915.

ADDRESSES: A copy of the Delayed
Compliance Order, any supporting ma-
terial, and- any comments received In
response to a prior FEDERAL REGISTER
notice proposing approval of the
Order are available for public inspec-
tion and copying during normal busi-
ness hours at:
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Air Enforcement Branch, U.S. EPA,
Region III, Curtis Building, Sixth-&
Walnut Streets, Philadephia. Penn-
sylvania 19106.

SUPPLEMENTARY INFORMATION:
On October, 27, 197-8, the Regional Ad-
ministrator of EPA's Region III Office
published in the FEDERAL REGISTER,
Vol. 43, No. 209, (43 FR 50221) a notice
proposing approval of a delayed com-
pliance. order issued by the State of
Maryland to the Glidden Pigments
Group of SCM Corp. The notice asked
for public comments by November 27,
1978 on EPA's proposed approval of
the Order.

No public comments have been re-
ceived by this office; therefore, the de-
layed compliance order issued to Glid-
den Pigments Group of SCM Corp. is
approved by the Administrator of EPA
pursuant to the authority of Section
113(d)(2) of the Clean Air Act, 42
U.S.C. 7413(d)(2). The Order places
Glidden Pigments Group of SCM

-Corp. on a schedule to bring its batch
attack vessels and chloride processing
plant in Baltimore, Maryland into
compliance as expeditiously as practi-
cable with Regulations 10.03.38.02A
and -10.03.38.03E pertaining to visible
emissions and particulate matter, a
part of the federally-approved Mary-
land State Implementation Plan. The
Order also imposes. interim require-
ments which meet Sections
113(d)(1)(C) and 113(d)(7) of the Act,

Source

and emission monitoring and reporting
requirements. If the conditions of the
Order are met it will permit Glidden
Pigments Group of SCM Corp. to
delay compliance with the SIP regula-
tions covered by the Order until July
1, 1979. The company Is unable to Im-
mediately comply with these regula-
tions.

EPA has determined that its approv-
al of the Order shall be effective
March 9, 1979 because of the need to
immediately place Glidden Pigments
Group of SCM Corp. on a schedule
which is effective under the Clean Air
Act for compliance with the applicable
requirements of the Maryland State
Implementation Plan.
(42 U.S.C. 7413(d), 760L)

Dated: February 28, 1979.
DOUGLAS M. COSTLE

Administrator.
In consideration *of the foregoing,

Chapter I of Title 40 of the Code of
Federal Regulations Is amended as fol-
lows:

PART 6S-DELAYED COMPLIANCE
ORDERS

1. The following entry is added to
the table in § 65.251 to reflect approval
of the following delayed compliance
order:.
§ 65.251 EPA Approval of State delayed

compliance orders issued to major sta-
tionary sources.

SIP Dnet of FR Final
Location regulations proposal €ompliarce

involved date

Glidden Pigments Group of SC= Corp _..... Balttmore. 10.03.38.02A Oc. 27,1018. July 1,1979
and
10.03,38.03E.

* [FR Doe. 79-7124 Filed 3-8-79; 8:45 am]

[6560-01-M]

SUECHAPTER E-PESTICIDE PROGRAMS
EOPP-2500 1A FRL 1071-41

PART 162-REGULATIONS FOR THE.
ENFORCEMENT OF THE FEDERAL
INSECTICIDE, FUNGICIDE AND RO-
DENTICIDE ACT

Subpart A-Registration, Reregis-
tration, and Classification Procedures

AGENCY: Environmental Protection
Agency, 'Office of Pesticide Programs.

ACTION: Final rule.

SUMMARY: On February 7, 1979 (44
FR 7695), EPA published in the FsDE-
AL REGsTER a regulation relating to

special packaging of certain toxic pes-
ticides in child-resistant containers.
This document contained certain edi-
torial errors. Because of the impor-
tance of this regulation, EPA has de-
cided to reissue the entire document
to avoid confusion and prevent incon-
venience to the reader. As stated
above, this rule requires the special
packaging of certain toxic pesticides in
child-resistant containers and sets
forth the toxicity criteria to be used to
determine which residential use pesti-
cides are affected. The intent of this
rule is to decrease the number of haz-
ardous exposures of a pesticide prod-
uct to children.

DATES: Effective Date: March 9, 1979
This regulation applies to products re-

leased for shipment after March 9,
1981.

FOR FURTHER INFORMATION
CONTACT:

Maureen Johns Grimmer, Project
Leader, (TS-766), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M Street, S.W., Wash-
ington, D.C. 20460 (202-755-806).

SUPPLEMENTARY INFORMATION:
On October 14, 1977, EPA published a
proposed rule (42 FR 55235) to require
certain pesticides to be specially pack-
aged In child-resistant containers. This
rule Is designated § 162.16 of Title 40
and is authorized under Section
25(c)(3) of .the Federal Insecticide,
Fungicide, and Rodenticide Act as
amended (Pub. L. 92-516, 86 Stat. 983;
Pub. L. 94-140, 89 Stat. 755; Pub. L.
95-396, 92 Stat. 819; 7 U.S.C. 136 et
seq.; hereinafter referred to as"FIFRA").

BACKGROUND

Final rules for the registration, re-
registration, and classification of pesti-
cIdes (40 CFR Part 162) were pub-
lished In the FEDERAL EarsTER July 3,
1975, 40 FR 28242. This document re-
served a section for the special packag-
ing of pesticides. Section 25(c](3) of
amended FIFRA authorizes the Ad-
ministrator of EPA to:

Establish standards (which sbal be con-
sistent with those established under the au-
thority of the Poison Prevention Pckaging
Act (Pub. L 91-601)).with respect to the
package, container, or wrapper in which a
pesticide or device Is enclosed for use or con-
sumption, In order to protect children and
adults from serious injury or Ilness result-
Ing from accidental Ingestion or contact
with pesticides or devices regulated by this
Act as well as to accomplish the other pur-

oses of this Act.

Section 2(q)(1)(B) of FIFRA states
that a pesticide Is misbranded If "it is
contained in a package or other con-
tainer or wrapping which does not
conform to the standards established
by the Administrator pursuant to Sec-
tion 25(c)(3)."

Ingestion reports to the National
Clearinghouse for Poison Control
Center Statistics show that pesticide
ingestlons for children under 5 years
of age numbered over 12,000 In 1975.
Pesticides have shown annual in-
creases in the number of accidental
poisonings. The number of such inci-
dents can be substantially decreased
by requiring that certain residential
use products be specially packaged.

The success of special packaging of
other hazardous products supports
this conclusion. Within three years
after the Consumer Product Safety
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Commission (CPSC) required child-re-
sistant packaging for aspirin products.
the total number of accidental aspirin
ingestions decreased by 41% and aspi-
rin induced deaths by 63 percent- Sim-
ilar results were recorded after regula-
tions were promulgated encompassing
antifreeze and petrolefnm products.

A screening study of the economic
impact of Ispecial packaging deter
mined that the cost of compliance
with this regulation would not be un-
reasonable. The total cost to industry,
for all input variables was estimated to
be $2 million-5 million. This will result
In an increase in cost to the consumer
of 3.74 per product. Thus; with a small
increase in product cost, this regula-
tion will result in significant societal
benefits,

Virtually all of the 27 comments re-
ceived In response to the proposed reg-
ulations were - favorable. However,
many commenters, while agreeing in
principle with the proposal, raised
questions or made suggestions that
convinced the Agency that some
changes from the proposed rule are
warranted.

DiscussiON OF MAJOR'COIMENTSIL

EFFECTIVE DATE

Seventeen of twenty-seven com-
menters state that the proposed lead
time of one year is not enough This
belief was expressed by packaging
manufacturers as well as' pesticide
manufacturers. The majority said that
a minimum of two years is necessary.
Some preferred thiee years. The
major reasons for wanting to extend
the effective date include the avail-
ability of safety packaging and the
conversion time required for transition
from conventional to safety packaging.
Many comments included: detailed
charts of the, process and time in-
volved for each step in a transition.
Based on the inability of the packag-
ing industry to meet the newr demand
and the inability of registrants to per-
form the required testing.in one year,'
EPA has decided one to two years.
EPA believes that this two year span
will be adequate and recognizes that,
in addition, the long period between
the proposed and final regulation al-
lowed time for some preliminary work.
The'effective date applies to all prod-
ucts released -for shipment after that
date.

In view of the significant health con-
cern underlying this rule, EPA expects
that each registrant wi endeavor to
convert to child-resistant packaging as
soon as possible. Moreover, EPA fully
anticipates that If it is not possible to
convey an entire product line to child-
resistant packaging 'before the effec-
tive date, individual products will be
brought into earlier conformance with

- the rule. Exemptions described in the

RULES AND REGULATIONS

following paragraph will be granted
only in extraordinary circumstances.

FEASIBILITY

Seven commenters believe that the
technology to specially package pesti-
cides is not currently available for
some types of products. They said that
the EPA proposal is not consistent
with Section 3(a) of the Poison Pre-
vention Packaging Act which requires
the special packaging to be technically
feasible, practicable, and appropriate
for the substance. The preamble to
the proposal stated that feasibility
problems would be dealt- with on a

-case-by-case basis In the registration
process. To make this more clear, a
new paragraph has been added to the
regulations, § 162.16(c)(3), which says
that upon the request of a registrant
or applicant, and in the discretion of
the Administrator, exemptions may be
granted on a case-by-case basis, for
products for which special packaging
is not technically feasible. The request
-must be accompanied by supporting
data. To insure fairness, if an exemp-
tion is granted, the decision will be
published in the F!EDERAL REGISTER
and will be applicable to any product
in the identical situation. Some of the
factors for consideration in determin-
ing whether or not a situation is iden-
tical may include the type of formula-
tion and size and type of container.
The decision may specify a time sched-
ule for the exemption and for study-
ing and developing a suitable package.
If a, request for an exemption is
denied, the registrant must comply by
the effective-date.

AMENDED APPLICATION/DATA SUBMISSION

The proposed regulations would
have required the registrant to submit
an application for amended registra-
tion which included a full description
of the package, a report of the testing
,protocol data, and compatibility data.
Most commenters believe that the re-
.quirement to submit the data is not
necessary. They pointed out the addi-
tional work the Registration Division
would have reviewing the data. Sever-.
al suggestions were made on how to
make the requirement less burden-
some. They included dropping, the re-
quirement-completely, submitting only
an attestation that the package will
meet the standards, submitting a
letter of notification, and maintaining
the data records in the registrants file
while keeping them available for in-
spection. EPA also believes that a
more streamlined process would be ad-
vantageous to the agency lnd regis-
trants. Accordingly, § 162.16(e) has
been changed in the final .regulations.
Because the registration files must be
kept current, an application for
amended registration indicating a
change to special packaging still must

be submitted. The application must in-
clude a certification that the package
meets the standards of § 162.10(d). In-
stead of requiring the registrant to
submit a detailed description of the
package, protocol data, and compati-
bility data, this information must be
retained in the registrants' files, sub-
ject to agency inspection or request
for submission under new § 162.16(f)
for as long as the registratiohi Is valid.
This will eliminate the requirements
for the registrant or applicant to
submit the data and for the agency to
review the data. The Agency will ap-
prove the application based on the cer-
tification In the application that the
registrant has complied with all provi-
sions.

The waiver of the requirement to
submit data applies only to the infor-
mation exclusively required by
§ 162.16, Any data that are required to
be submitted by Part 162 for an
amended registration (eg. stability
data) must be submitted with the ap.
plication.

TEST PROTOCOL

EPA has decided to adopt the Con-
sumer Product Safety Commission
(CPSC) testing protocol by reference
in §'162.16(d)(3) rather than to include
it in the regulations. By doing this,
any CPSC changes to the protocol will
apply immediately. to EPA's regula-
tion. This will eliminate the need to
amend this regulation whenever CPSC
updates the protocol.

The comments included requests for
clarification on several pokiits: (1)
whether a protocol test is required for
each product or for each package
design used; and (2) whether the regis-
trant is required to produce its own
data. Tests do not have to be run on
each pesticide product, only on each
special packaging design. The same
protocol data on a particular special
packaging design which is developed
by a packaging manUfacturer may be
relied upon for different pesticide
products and by different registrants.
Testing each product's package would
result in duplicative testing for many
designs which would be costly and
time consuming. However, in
§ 162.16(d)(3) a requirement has been
added to test each size of a closure
design used. In discussions with the
Consumer Producd Safety Commis-
sion, EPA was advised that changing
the size of a design often reduces the
child-resistant effectiveness. Requiring
each closure size to be tested will elim-
inate the possibility of an ineffective
package being marketed. A complete
copy of the test data, whether It is ob-
tained from the packaging manufac-
turer or from the registrant's own test-
ing, must be retained by the regls-
trant.
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lultiple use containers are permissi-
ble if the effectiveness of the special
packaging continues throughout the
reasonably' expected lifetime of the
package. Registrants who market pes-
ticide products in unit packages have
the option under § 162.16(c)(4) of spe-
cially packaging each unit or market-
ing the unit packaging in a child-resis-
tant c6ntainer Special packaging will
not be required for both the unit pack-
age and the retail container unless the
Agency receives information which
would indicate that it is necessary for
a particular product for safety rea-
sons.

NON-COM5PLYING PACKAGING

Ten of twenty-seven commenters be-
lieve that non-complying packaging
should be allowed in at least one size.
Other commenters such as the Ameri-
can Academy of Pediatrics commended
EPA for not allowing non-complying
packaging. The Agency agrees with
the Academy that the toxicity of the
products to be regulated is sufficient
to warrant the exclusion of a conven-
ience package. Some commenters be-
lieve that this position discriminates
against the elderly and the7 handi-
capped. The Agency assumed that a
person's need for a pesticide is not
normally as urgent as for a drug and
the person normally could arrange for
someone to help him apply the pesti-
cide. Because of this, and because less.
toxic pesticides would be available in
non-complying packaging, the Agency
believed the eiderly and handicapped
would not be seriously inconvenienced.
The Agency sent letters and copies of
the proposal to a dozen organizations
which represent the elderly or the
handicapped, and requested their com-
ments. Since only one reply was re-
ceived and it supported the Agency po-
sition, EPA assumes that there are no
serious disagreements with that posi-
tion. Therefore, non-complying pack-
aging will not be allowed for products
which meet the criteria for special
packaging.

'TOXICITY CRITEr&

A small number of commenters sug-
gested that the oral LD,, criterion of
1.5g/kg be lowered to 50) mg/kg so
that only residential use products in
Toxicity Categories I fnd II would be
required to be specially packaged

"(§162.16(c)(2)(v)). Most commenters
agreed that 1.5g/kg is an appropriate
level. The calculations used to deter-
mine the acute oral ID. criterion were
based on the average weight of a small
child,, the amount such a child could
easily ingest, and a safety factor of 3.
The Agency does not see a sufficient
reason to lower the safety factor. For
further explanation see the discussion
in the preamble to the Registration,
Reregistration and Classification Reg-
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ulations, 40 FR 28241, 28259-28261
(1975.).

Explanatory language has been
added to the skin effects criterion as
follows-, "is corrosive to the skin
(causes tissue destruction into the
dermis and/or scarring) or causes
severe skin Irritation (severe erythema
or edema) at 72 hours"
(§ 162.16(c)(2)(v)). The additional
wording does not change the value of
the criterion, but it does provide a
more exact description of the require-
ments.

While no commenters had objections
to the skin irritation criterion itself,
several believed that If it is applied to
data generated under the skin irrita-
tion testing protocol in the 1975 pro-
posed Registration Guidelines, many
household products will unjustifiably
be required to be specially packaged.
The Registration Guidelines are cur-
rently under revision. A skin Irritation
testing protocol was proposed on
August 22, 1978, In Subpart F (Human
Hazard) of the Proposed Guidelines
for Registering Pesticides, 43 FR
37335. All comments received on this
proposal will be fully considered. In.
addition, EPA will also carefully weigh
the forthcoming recommendations of
the Occupational Safety and Health
Adminstration's Standards Advtiory
Committee on Cutaneous Hazards.
Several commenters preferred the skin
irritation protocol recommendations
of a June 1977 report prepared by the
Committee for the Revision of Nation-
al Academy of Sciences (NAS) Publica-
tion 1138, "Principles and Procedures
for Evaluating the Toxicity of House-
hold Substances," for the Consumer
Product Safety Commission under the
auspices of the Committee on Toxicol-
ogy of the National Research Council

The FIFRA Scientific Advisory
Panel endorsed the NAS/NRC 1138
Committee skin irritation protocol for-
testing consumer products. This proto-
col will be acceptable to EPA for de-
termining whether or not a pesticide
product must be specially packaged
under this regulation. This policy is
only stated in the preamble. it will be
handied more approprlatelf in the
final Registrition Guidelines. Until
the Guidelines become effective, regis-
trants should consult with the Regis-
tration Division prior to testing to dis-
quss the applicability of that protocol
to their product.

EPA received many comments which
stated that the eye effects criteria
were too strict. They pointed out the
fact that if common soap was regulat-
ed under FIFRA, It would have to be
specially packaged under the proposed
eye effects criteria. FIFRA authorized
the Administrator to establish special
packaging standards to protect chil-
dren from serious injury or illness.
Many of the low degrees of corneal in-
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volvement seen In animal testing are
reversible even in the sensitive eyes of
the rabbit, and, therefore, do not rep-
resent a permanent imipairment of-
vision and/or potential for serious
injury.

The Agency has modified the eye ef-
fects criteria to read as follows: is cor-
rosive to the eye (causes irreversible
destruction of ocular tissue) or causes
corneal involvement or irritation per-
sting for 21 days or more

(§162.16(c)(3)(11)). The new criteria
will require an observation period of
21 days which is consistent with the
eye Irritation protocol proposed in the
Human Hazard Guidelines which re-
quires an observation period of at least
13 days or until al signs or reversible.
toxicity subside.

Several commenters preferred the
eye irritation protocol recommenda-
tions of the NAS/NRC 1138 Commit-
tee which were also endorsed by the
PIFRA Scientific Advisory Panel. The
NAS/NRC 1138 Committee eye irrita-
tion protocol will also be acceptable
for determining whether or not a pes-
ticide product must be specially pack-
aged. As stated above regarding the
skin irritation protocol. until the use
of this eye irritation protocol is for-
mally adopted In the Registration
Guidelines, registrants should consult
with the Registration Division prior to
testing to discuss the applicability of
that protocol to their producL

Some of the comments included
questions regarding the use of human
and monkey test data. While existing
human data conducted in accordance
with FIFRA Section 12(a)(2XP) will be
accepted. EPA strongly discourages
any future use of human subjects for
testing of pesticides. (Of course, all
pesticide testing involving humans
must meet the stringent criteria in
FIFRA Section (a)(2)CP)). There are
differing opinions regarding the advis-
ability of allowing monkey test data to
take precedence over the rabbit test
data, and the Agency was unable to
reach a decision without further
review. This question has been ad-
dressed by the NASINRC 1138 Com-
mittee which concluded that the
monkey is the second species of
choice. This issue can be more appro-
priately treated in the Registration
Guidelines and the Agency would like
to specifically solicit comments on this
point. Until a decision is reached, any
monkey eye data that is submitted will
be taken into consideration by the
Agency, but will not automatically
take precedence.

APPLICAIITY

This regulation applies to products
intended for residential use, which
meet the toxicity criteria, and which
have not been classified for restricted
use. The definition of residential use is

FEDERAL REGISTER, VOL 44, NO. 48-FRIDAY, MARCH 9, 1979



13022

identical to the definition of domestic
-use in 40 CFR 162.3(m), except that
residential use does not include pa-
tient care areas of health-related insti-
tutions. This regulation does not apply
to products bearing a, label stating
uses which are exclusively for com-
mercial or agricultural application,
since such products are not available
for retail sale to the general public.
Residential use is determined by
whether a product has a use on the
label which falls within the meaning
of residential use.

FUTURE REVIEW AND REGULATION

Section 25(c)(3) of FIFRA. autho-
rizes the Administrator to establish
packaging standards to protect chil-
dren and adults. This special packag-
ing regulation is designed primarily to
protect children under five, years of
age, but it is hoped that special-pack-
aging also will , protect adults and older
children from accidental or negligent.
exposure to pesticides. The Agency
strongly encourages registrants to vol-
untarily develop safer packaging to
lessen those hazards not directly ad-
dressed by this rule to avoid the neces-
sity of further regulation. -

EPA is particularly concerned about
such packaging problems as breakabil-
ity and iuncturability A child-resist-
ant closure would not 'necessarily
,avoid hazard to children 'if it is on a
glass bottle that will break easily. A
broken package could result in the
contents being spilled on aperson or
result in the inhalation of toxic fumes.
EPA will be evaluating whether to es-
tablish breakability or' other stand-
ards. Information on the frequency of
injuries involving skin contact and in-
halation will be obtained from CPSC
under a new Interagency Agreement
regarding data collection. EPA would
also like persons who have had acci-
dents of this type to inform the

-Agency so that they can be taken into
account.

The poison control statistics from
the National Clearinghouse for Poison
Control Centers showed a 63 percent
reduction in aspirin-induced deaths of
preschool children in the three. year
period following the promulgation of
the CPSC special packaging regula-
tions for aspirin products. EPA will
make a similar review of this regula-
tion three years after the "effeCtive'
date to evaluate its effectiveness.

REGULATORY ANALYSIS'

The Environmental Protection
Agency has determined that this docu-
ment. does not contain a major propos-
al requiring preparation of a Regula-
tory Analysis under Executive Order
12044.

.RULES AND REGULATIONS

STATUTORY REVIEW

The FIFRA Scientific Advisory
Panel reviewed the final regulation in
accordance with Section 25(d) of
FIFRA at -a meeting on October 3,
1978, and unanimously concurred with
its publication. The Scientific Adviso-
ry Panel report is published in its en-
tirety following the text of the regula-
tion. The U.S. Department of Agricul-
ture has reviewed the final regulation
in accordance with Section 25(a) of
FIFRA and concurs with its publica-
tion in the FEDERAL REGiSTER without
comment.

Dated: March 6, 1979.
BAR ARA BLUM,

ActingAdministrator.

Part 162, Chapter I, Title 40 of the
Code of Federal Regulations is amend-
ed. by revoking § 162.16, and adding a
new § 162.16 to read as follows:

§ 162.16 Pesticides requiring special pack-
aging.

(a) GeneraL This section implements
Section 25(c)(3) of the Act, which au-
thorizes the Administrator to establish
standards with respect tQ the package,
container or wrapping in which a pes-
ticide or device is enclosed in order to
protect children and adults from seri-
ous injury.or illness resulting from ac--
cidental ingestion or contact with pes-
ticides or devices regulated by this
Act.

(b) Definitions. Terms used in this
sectidn- shall have the same meaning
set forth in the Act and in § 162.3. In
addition, as used in this sectidn:

(1) The term "package" means the
immediate container or wrapping in
which any pesticide is contained for
consumption, use or storage. "Pack-
age" does not include:

(i) Any shipping container or wrap-
ping used solely for the transportation
of any pesticide in bulk or in quantity
to manufacturers, packers or proces-
sors, or to wholesale or retail distribu-
tors thereof; or

(ii) Any shipping container or other
wrapping-used by retailers to ship or
deliver any pesticide to consumers
unless it is the only such container or
wrapping.

(2) The term !'residential applica-
tion" means application of a pesticide
(other than application by a commer-
cial applicator) directly to humans or
pets or application of a pesticide in, on
or around all structures, vehicles or
areas associated with the household or
homelife or noncommercial areas
where children spend time, including,
but not limited to:

(1) Gardens, non-commercial green-'
houses, yards, patios, houses, pleasure
marine craft, mobile homes, campers
and recreational vehicles, non-corn-

mercial campsites, home swimming
pools and kennels;

(ii) Articles, objects, devices or sur-
faces handled or contacted by humans
or- pets in all structures, vehicles or
areas listed above; and

(iii) Educational, lounging and recre-
ational areas of preschools, nurseries
and day camps.

(3) The term "special packaging"
means packaging that is designed and
constructed to be significantly diffi-
cult for children' under five years of
age to open-or obtain a toxic or harm-
ful amount of the substance contained
therein within a reasonable time, and
that is not difficult for normal adults
to.use properly.

(4) ,The term "unit package" means
a package that Is labeled with direc-
tions to use the contents in a single
application or which consists of Indi-
vidually packaged dosage units.
Sc) Pesticides requiring special pack-
aging. (1) General. Any pesticide prod-
uct that is released for shipment after
March 9, 1981 shall be specially pack-
aged If (I) Its labeling allows residen-
tial use, (ii) It has not been classified
for restricted use and (ii1) It meets the
toxicity criteria in paragraph (c)(2) of
this section. Special packaging may be
required on a case-by-case basis for
pesticide products which are classified
for restricted use, if the Administrator
,determines, that there Is a serious,
hazard of accidental injury or Illness
which special packaging could reduce.

(2) Criteria for special packaging.
Special packaging is required for a pes-
ticide product approved for residential
application if the tests conducted in
accordance with Part 162 indicate that
the pesticide formulation:

(i) Has an acute dermal LDo of 2000
mg/kg or less;

(i) Has an inhalation LC5 o of 2 mg/
liter or less;

(iii) Is corrosive to the eye (causes ir-
reversible destruction of ocbular
tissue) or causes corneal involvement
or irritation persisting for 21 days or
more;

(iv) Is corrosive to the skin (causes
tissue destruction into thelqdermis
and/or scarring) or causes severe skin
irritation (severe erythema or edema)
at 72 hours;

(v) Has a acute oral LDo of 1.5 g/kg
or less; or

(vi) *Has such characteristics that,
based upon.human toxicological data,
use history, accident data or such
other evidence as Is available, the Ad-
ministrator determines that there Is a
serious hazard of accidental injury or
illness which special packaging could
reduce.

(3) Exemptions. Upon the request of
a registrant or applicant the Adminis-.
trator may on a case-by-case basis,
grant an exemption, based on support-'
ing data accompanying the request, ' ,"
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for products for which special packag-
ing is not technically feasible or for
those pesticides for which the hazards
indicated by the toxicity criteria in

- paragraph (c)(2). of this section are not
indicative of hazard to man. Any such
decision shall be published in the FED-
ERAL REGISTER and shall be applicable
to any product with identical or sub-
stantially similar composition and in-
tended uses.

(4). Unit packaging. Pesticides re-
quiring special packaging and which
use unit packaging shall either pack-
age each unit package in a special
package or use special packaging for
the retail container which -contains
unit packages. Special packagin.- will
not be required for both the outer con-
tainer and the unit packages unless,
on a case-by-case basis, further infor-
mnation shows that it is necessary for
hazard reduction.

(d) Standards for special packaging.
(1) General requirements. (i) The spe-
cial packaging must continue to func-
tion with the effectiveness specifica-
tions set forth in paragraph (2) of this
section when in actual use as a pesti-
cide container. This requirement may
be satisfied by appropriate scientific
evaluation of the compatibility of the
substance with the special packaging
to determine that the chemical and
physical characteristics of the sub-
stance will not compromise or inter-

" fere with the proper functioning of
the special packaging and that the
packaging will not be detrimental to
th-e integrity of the product during
storage and use.

(ii) The special packaging must con-
tinue to function with the effective-
ness specified in paragraph (2) of this
section for the reasonably expected
lifetime of the package, taking into ac-
count the number of times the pack-
age is customarily opened and closed.
This requirement may be satisfied by
appropriate technical evaluation based
on physical wear and stress factors,
force required for activation, and
other relevant factors.

(2) Effectiveness specification= The
special packaging, when tested by the
method referred to in paragraph (3) of
this section, shall meet the following
specifications:

(i) Child-resistant effectiveness of
not less than 85 percent without a
demonstration and not less than 80
percent after a demonstration of the
proper means of opening the package.
In the case of unit packaging, child-re-
sistant effectiveness of not less than
80 percent.

0ii) Adult-use effectiveness of not
less than 90 percent without, a demon-
stration.

(3) Effectiveness testing procedures.
Standards for special packaging shall
be evaluated for each size of a design
used pursuant to the Consumer Prod-

uct Safety Commission (CPSC) proto-
cols specified in 16 CFR 1700.20 (a),
(b), (c) and (d).

(e) Submission. The registrant of a
registered pesticide which requires
special packaging shall submit an ap-
plication for amended registration
under §162.6(b)(3). The application
shall include a certificaton by the reg-
istrant that the package meets the
standards of § 162.16(d). An applicant
for a new registration shall submit a
certification statement that the pack-
age meets the standards of § 162.16(d)
with the application for registration.IfW Record keeping. The applicant or
registrant of a pesticide for which spe-
cial packaging is required shall retain
the records described in paragraphs (f)
(1), (2). and (3) of this section for as
long as the registration Is valid. These
records shall be available, upon re-
quest, for inspection and copying pur-
poses or for submission to EPA.

(1) A full description of the package
including:

(i) A full description of the container
including:.

(A) Its dimensions, and
(B) Its compositions: and
(ii) A full description of the closure

or special package, if appropriate. in-
cluding.

(A) The name of Its manufacturer,
(B) The manufacturer's designation

(title) for the special packaging clo-
sure or the physical working of the
special packaging mechanism, and

(C) The explicit directions for
proper use of the closure or special
packaging and the placement of these
directions on the package;

(2) A complete copy of the data re-
sulting from the tests conducted In ac-
cordance with § 162.16(d); and

(3) Data demonstrating the compati-
bility of the pesticide formulation
with the entire package to determine
that the chemical and physical charac-
teristic of the substances will not in-

-Aerfere with the safety and efficacy of
the pesticide and the functioning of
the special package.

(g) Enforcement Failure to comply
with this rule by Its Implementation
date renders a pesticide misbranded
under Section 2CqXI)(B) of FIFRA.
and is a violation of Section
12(a)(1)(E) of FIFRA. Registrants who
violate these sections wM be subject to
civil and criminal penalties under Sec-
tion i4 of FIFRA.
(Sections 3 and 25(c)(3) of the Federal In-
secticide, Fungicide, and Rodentlclde Act, as
amended P.L. 92-516, 86 Stat. 97; PL. 94-
140. 89 Stat. 755; 7 U.S.C. 130 et seq.).)

Fznml .L ssccro Func=ox MMi Ronus-
Ticimu Acr (FIFIA) Sc, nrr Anviso y

nruEvr or pina SCION 25Cel(3) Fw nr. E -
LriONs 011 sPEcIAL PAcX?=.G OF inumI-

The FIFRA Scientific Advisory Panel
completed rcvim of Section 25(c)(3) final
regulations in an open meeting held In Ar-
lington. Virginia. on October 3.197"-.

Maximum public participation baa been
encouazed at. all meetincs of the Panel. In
re--ect to formal revfc of the draft fina?
regulation on Safety Packaging or Pest -
edes, a Federal Register Notice annnouncing
the meeting v,= published on September 18.
1978. In addition to public notice In the Fed-
eral Register, telephonic calls, and special
mailings were sent to the general public
who had previously expressed an interest in
activitic of the Panel. Written statements
relative to the draft rulemaking were re-
celved from the folIowing.sources: Eaniran-
mental Defene Fund; the Prccter and
Gamble Company (two submkions, and
the American Cy"anamld Company. In addi-
Lion, oral comments were received from
EPA staff; the Envronmental Defense
Fund: representatives of the pesticide indus-
try, and the general public.

In consideration of all matters brought
out during the Panel meeting, matters de-
tailed in written statements, and careful
study or nll documents submitted by the
Agency, the Panel submits the following -
report:

The Panel v,ishes to thank M~r. Edwin
Johnn. Deputy Assistant Administrator of
the Office of Pesticide Prorams, for his
active participation. interest, and coopera-
Uon throughout the meeting of the Panel.
Additionally, the Panel is most appreciative
of the excellent presentation and technical
comments of Ms. Mureen Grimmer esq.,
and Dr. Bruce Jaeger of the Office of Pesti-
cide Programs. Environmental Protection
Agency EPA).

The PIFRA Scientific Advisory Panel Is of
the opinion that the final draft of the regu-
lation on Special Packaging of Pesticides.
submitted to the Panel as final rulemaking
on September 19, 1973. deals effectively
with this procedure with a limited number
of specifc comments.

The following comments are submitted by
the Panel In response to specific questions
posed by the Agency:.

1. What is the appropriate eye Irritation
criteria for special packaging, the Toxicity
Categories. and cla-ification:

Response: The Panel unanimously concurs
with the EPA position as outlined on page
20 of the draft document. Additionally, the
Panel unanimotsly recommends that the
Agency delete the statement in footnote 1
on page 20 whIch stipulates that eye effects
shall be determined wlth, the use of the slit-
lamp technique The Agency should recom-
mend to applicants to adopt appropriate.
procedures as outlined In the NAS 1133
Committee Report.

2. What Is the more appropriate eye in-ita-
tion protocol, the Guidelines proposal or
the NAS/IRC 1138 Committee Protocol
recommendation.

Response- The Panel unanimously recom-
mends that the Agency adopt the TNAS/
NRC 1138 Committee Protocol recommen-
dation or other appropriate eye irritation
studies. Note: Specific reference is made to
test procedure outlined on pages 41-54,
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Principals and Procedures for Evaluating
the Toxicity of Household Substances 1977.
A report'prepared by the Committee for the
Revision of NAS Publication 1138, 130
pages, National Academy of Science, 2101
Constitution Avenue, N.W., Washington,
D.C. 20418.

3. Should monkey eye data take prece-
dence over rabbit eye data?

Response: The Panel unanimously sup-
ports the position-as stated in the NAS/
NRC 1138 Committee document relative to
the appropriate species for testing for eye
Irritation. Note The albino rabbit is the spe-
cies of choice, with the monkey (especially
the rhesus) as the preferred second species
when confirmatory data are necessary (p. 41
NAS 1138 Report cited previously).

4. With regard to special packaging, is the
1138 Committee protocol more appropriate
than the Guidelines proposal?

Response" The Panel unanimously recom-
mends adoption of the dermal skin irrita-
tion test as described in the NAS/NRC 1138
Committee report. (Note: The NAS protocol
is a four-hour test on non-abraded skin as
detailed on pages 29-30 of the NAS 1138
report.)

5. Should the acute oral LD50 criteria for
special packaging be 1.5g/kg or .5g/kg?

Response: The Panel unanimously sup-
ports the Agency position that that acute
oral LD50 criteria for special packaging be
established at 1.5g/kg.

The Panel wishes to express unanimous
concurrence in the position articulated by

,Ms. Hinkle of the Environmental Defense
Fund regarding the following points:

1. Packaging of pesticides in glass bottles
and other easy-to-break containers. Tie'
Agency should establish standards to ensure
that breakable pesticide containers are
properly packed in shipping containers to
avoid breakage from the point of origin to
the ultimate consumer. Of special concern Is
breakage and human exposure while prod-
ucts are displayed in retail stores.

2. Availability of Pesticide Incident Infor-
mation. The Agency should develop and
maintain an adequate reporting system
which is reflective of the national experi-
ence as a whole. The current situation
'would appear to be greatly inadequate.

Fot the Chairman:

Certified as an accurate report of findings:

Dated: October 30, 1978.

H. WADE FoWLEn, Jr.,
- Executive Secretary,

rFIFRA Scientific Advisory PaneL

[FR Doc. 79-7240 Filed 3-8-79;8:45 am]

[6820-61-M]
Title 41-Public Contracts and

Property Managemeni

CHAPTER 101-FEDERAL PROPERTY

MANAGEMENT REGULATIONS

SUBCHAPTER G-TRANSPORTATION AND
MOTOR VEHICLES ,

RULES AND REGULATIONS

APPENDIX-TEMPORARY REGULATIONS

[FPMR Temp. Reg. G403

REQUIRED USE OF STANDARD CAR-
RIER ALPHA CODES ON STAND-
ARD FORM 1113, PUBLIC VOUCH-
ER FOR -TRANSPORTATION
CHARGES

Use by Commercial Carriers Billing
the U.S. Government

AGENCY: Transportation and Public
Utilities Service, General Services Ad-
ministration.

ACTION: Temporary regulation.'%

SUMMARY: This regulation requires
each commercial carrier or forwarder
billing charges on Standard Form

""1113, Public Voucher for Transporta-
tion Charges, to include its Standard
Carrier Alpha Code (SCAC) in the
block provided therefor on the form
and prohibits Federal executive agen-
cies from paying charges billed on any
SF 1113 which lacks the SCAC identi-
fier. The Interstate Commerce Com-
mission recently ordered carriers
under its regulation to include SCAC
identifiers on all tariffs effective on
and after March i, 1979. The use of
the standardized identifiers on. SF
1113 as well will benefit both the Gov-
ernment and the commercial carrier
industry by permitting greater utiliza-
tion of computer and other mecha-
nized data systems in transportation
transactions.

DATES: Effective date: March 1, 1979.
Expiration' date: February 28, 1981.
Comments due-on or before: June 30,
1979.

ADDRESS: Comments should be ad-
dressed to: General Services Adminis-
tration (TA), Washington, D.C. 20406.

FOR FURTHER INFORMATION
CONTACT:

Miles B. Manchester, Acting Assist-
ant Commissioner for Transporta-
tion Audits, 202-.75-5466.

SUPPLEMENTARY INFORMATION:
The General Services Administration
has determined that. this regulation
will not impose, unnecessary burdens
On the economy or on individuals and,
therefore, is not significant for the
purposes of Executive Order 12044.

(See. 205(c), 63 Stat. 390; 40 U.S.C. 486(c).)

'In 41 CFR Chapter 101, the follow-
ing temporary regulation .is listed in
the appendix at the end of Subchap-
ter G.

(Federal Property Management Regs.;
Temporary Reg. G-401

REQUIRED USF Or STANDARD CARIuuu ALI,1A
CODES. ON STANDARD FORM 1113, PUBLIC
VOUCHER FOR TRANSPORTATION CHARGES

1. Purpose. This regulation requires inclu.
sion of commercial carrier Standard Carrier
Alpha Code (SCAC) Identifiers on SF 1113
as a condition precedent to payment of
charges by Federal executive agencies,

2. Effective date This regulation Is effec-
tive for each SF 1113 bearing a Piyee's Cer-
tificate dated on and after March 1, 1979.

3. Expiration date. This regulation expires
February 28, 1981.

4. Applicabilty. The provisions of this
regulation apply to all carriers and forward-
ers billing charges on SP 1113 for freight,
express, or passenger transportation serv-
ices furnished for the account of the United
States and to all military and civilian agen-
cies and offices making payments of charges
for those services.

5. Background Government and industry
have been working together In recent years
to standardize data which will permit uni-
formity of application and better utilization
of computer and other mechanized systems.
These goals have been advanced as de-
scribed below.

a. The complete and proper execution of
SF 1113 Is one condition precedent to the
payment and audit of charges billed there-
on. Preliminary to the Issuance by GSA of
the March 1977 revised edition of SF 1113,
comments were solicited from Government
agencies and transportation carriers regard-
ing Its format which included an SCAC
block, No objections were registered to
making the SCAC block an integral part of
the form.

b. The Transportation and Public Utilities
Service, GSA, is currently in the process of
converting Its accounts receivable/accounts
payable system for transportation audit
transactions from an In-house carrier code
to SCAC. This conversion will facilitate the
eventual automation of that system.

c. The Interstate Commerce Commission
(ICC), by Docket No 35819 served March 9,
1978, ordered carriers under its regulation
to establish a system for assigning to every
tariff standard carrier Identification codes
in lieu 'of the ICC consecutive construction
'then in use and stated-that such standard
carrier Identification codes must be shown
"on every effective tarrif or schedule on file
March 1, 1979, and on every tariff or sched-
ule Indicated to become effective after that
date." This requirement was met by tie in-
dustry's filing of National Motor Freight
Traffic Association, Inc., Directory of
Standard Multi-Modal Carrier and Tariff
Agents Codes (SCAC and STAC), ICC NMF
101-B.

6. Action required of carriers-a. Prepara-
tion of SF 1113. Each carrier shall Insert In
the block provided therefor on SF 1113 (and
SF 1113A, Public Voucher for Transporta-
tion Charges (Memo)) the SCAC assigned to
that carrier in ICC NMF 101-B, applicable
supplements thereto, or subsequent reissues
thereof.

b. Assignment of SCAC IdentifieS. Inquir-
les concerning codes published in the direc-
tory or the' assignment of new codes should
be addressed, as appropriate for the mode
involved, to the following:

Bus Carriers. Mr. P. J. Campbell, National
Bus Traffic Association, Inc., 506 South
Wabash Avenue, Chicago, Ill. 60605,
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Freight Forwarders: Mr. H. G. Roeschke,
Freight Forwarders Tariff Bureau, Inc..
140 Cedar Street, New York, N.Y. 10006.

Railroads: Mr. W. J. Hardin, Western Rail-
road Association, room 300, 300 West
Adams Street, Chicago, Ill. 60606.

Water Carriers: Mr. A.-Carling, Waterways
Freight Bureau, suite 402, 1334 G Street

'NW., Washington, D.C. 20005.
Motor Carriers and Other Modes Not Named

Herein: Mr. br J. Zovolta, National Motor
Freight Traffic Association, Inc., 1616 P
Street NW, Washington, D.C. 20036.
7. Action required of agencies. Each mili-

tary disbursing office and civilian paying
office shall ensure during its administrative
examination of carriers' bills that the SCAC
identifier is entered on each SF 1113 and SF
1113A. If the code is omitted, the forms and
all supporting papers shall be returned to
the carrier unpaid with a request that the
SCAC be added to the forms.

8. Agency comments. Comments concern-
ing the impact of this regulation on agency
operations or programs should be submitted
to the General Services Administration

- (TA), Washington, D.C. 20406, no later than
June 30, 1979, for consideration and possible
incorporation into a permanent regulation.

9. Effect on other issuances. When the
provisions of this regulation are in conflict
with other regulations and related direc-
tives, the provisions of this regulation will
govern.

JAY SOLoQMoN,
Administratorof

General Services.

FEBRUARY 28, 1979.
[FR Doc. 79-7172 Filed 3-8-79; 8:45 am]

[4i 10-85-M]
Title 42-Public Health

CHAPTER I-PUBLIC HEALTH SERV-
ICE, DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

SUBCHAPTER D-GRANTS

PART 52-GRANTS FOR RESEARCH
PROJECTS

Miscellaneous Amendments

AGENCY: Public Health Service,
HEW.

ACTION: Final rule.

SUMMARY: This notice amends regu-
lations applicable to grants made for
research projects under sections 301,
303, 356, 394, 1004 and 1205, Public
Health Service Act. The amendments
eliminate conflicts in HEW grants ad-
ministration policies and extend appli-
cability to projects supported under
section 501 of the Comprehensive Al-
cohol Abuse and Alcoholism Preven-
tion, Treatment, and Rehabilitation
Act- of 1970, and section 410 of the
Drug Abuse Office and Treatment Act
pL 1972. Certain technical and clarify-
png changes have also been made.

EFFECTIVE DATE: April 9,1979.

RULES AND REGULATIONS

FOR FURTHRR INFORMATION
CONTACT:

Mr. Tel C. Moore. Division of
Grants and Contracts, Office of Re-
source Management, OM, 5600 Fish-
ers Lane, Rockville, Maryland 20857,
telephone (301-443-1874).

ADDRESS: Written comments are in-
vited as to whether PHS should make
research grant awards to organizations
operated for profit and what adminis-
trative policies should apply. Please
send all written comments on this
issue to Mr. Ted Moore at the above
address.

SUPPLEMENTARY INFORMATION:
On August 4, 1978, the Assistant Sec-
retary for Health, with the approval
of the Secretary, ppblished In the F=-
ERAL REGiSTER (43 FR 34507) proposed
miscellaneous amendments to 42 CFR
Part 52 to eliminate conflicts with
HEW grants administration policies,
extend applicability to alcohol and
drug abuse projects, and make certain
other clarifying changes. Comments
on the proposed regulations were In-
vited and one comment from the De-
partment of Justice was received.

Following is a summary of principal
changes:

1. A statement is included to indicate
that these regulations do not apply for
the support of research training under
the National Research Service Awards
program. Regulations covering this
program are published at 42 CFR Part
66.

2. In accordance with the Federal
budgeting and appropriation process.
congressional intent, and Department
policy, most projects funded by grants
which will require more thrtn one year
to complete must be funded on an
annual basis. The PHS policy PHS: 1-
85, "The Project Period System of Ob-
ligating Funds for Discretionary Proj-
ect Grants," was published In Decem-
ber 29, 1976. The definition of "project
period" in the current regulations is In
conflict with stated PHS policy.

Therefore, a subsection is included
to revise the definition of "project
period" by removing the 7-year maxi-
mum project period and permitting ex-
tension of original project periods
(with or without additional grant
funds), and making certain other con-
forming changes.

3. Other miscellaneous definitions
for "Act," "Department." "grantee,"
"research project grant," and "pro-
ect" are being added for clarification.

4. rhe, present regulations cover sec-
tion 103 of the Clean Air Act and sec-
tion 204 of the Solid Waste Disposal
Act. Both of these programs are ad-
ministeied now by other Federal agen-
cies; and regulations covering section
305 of the Public Health Sence Act
are published at 42 CFR Part 67. Ref-
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erences to these programs are there-
fore deleted. -

Provisions making the regulations
applicable to research projects sup-
ported under section 501 of the Com-
prehensive -Alcohol Abuse and Alco-
holism Prevention, Treatment, and
Rehabilitation Act of 1970, and also
projects conducted under section 410
of the Drug Abuse Office and Treat-
ment Act of 1972 have been added. In
addition, the regulations are made ap-
plicable to research projects relating
to radiological health and family plan-
ning which are authorized under sec-
tions 356 and 1004 of the Public
Health Service Act, respectively.

5. The notice proposed certain
changes to the sections relating to
copyrights, and to patents and inven-
tions, to conform the regulations to 45
CFR Part 74, "Administration of
Grants." However, on August 2 HEW
published in the FMDERAL REGISTER (43
FR 34076) a revision of Part 74 which
eliminated the need for these changes.
Accordingly, the final rule contains
only a simplified reference to Part 74.
In addition, Part 52 contains several
other cross-references to other appli-
cable HEW regulations. In the interest
of simplicity, reference to these and
Part 74 are combined in one, simpli-
fied provision, § 52.27. Subpart E, set-
ting forth the requirements for grant-
ee accountability, is now fully covered
by Part 74 and this subpart is there-
fore deleted.

6. With regard to the proposed sex
nondiscrimination provision, which
would have applied only "[wihere the
recipient is an educational institu-
tion," the Department of Justice com-
ments that they felt this was too re-
strictive because Title IX of the Edu-
cation Amendments of 1972 applies to
all federally assisted "education pro-
grams and activities." The provision
has been incorporated into the new,
simplified §52.27 without the stated
limitation.

7. The Department of Justice also
questioned the use of the word "man"
In the expression "Impairments of
man" in proposed § 52.1. The quoted
expression derives verbatim from the
statutory provision upon which it is-
based, namely, section 301 of the
Public Service Act (42 USC 241) and,
in context, It is clear that Congress in-
tended "mankind" or humanity as a
class, as opposed to other species. The
words "human life" have been substi-
tuted, however, to clarify the intended
meaning.

8. In addition, §§ 52.1 and 52.10 are
combined Into one simplified applica-
bility clause, § 52.10 deleted, and cer-
tain other clarifying and editorial-
changes have been made in the inter-
est of simplicity. Although this has re-
sulted in several changes in phraseolo-
gy, no substantive change is intended.

FEDERAL REGISTER, VOL 44, NO. 48.-FRIDAY, MARCH 9, 1979



13026

Accordingly,-Part 52 of Title 42, Code
of Federal, Regulations, is amended as
set forth below.

Your attention is directed to
§ 52.11(a)(2) which sets forth eligibil-
ity requirements which specifically ex-
cludes profitmaking organizations
from receiving a grant award. OMB, in
providing its final guidance in imple-
menting the Federal Grant and Coop-
erative Agreement Act of 1977, states
that subject to the requirements of
the Act, assistance awards may be
'made to for-profit organizations when
deemed by the agency to be consistent
with legislative intent and program
purposes. PHS is presently undertak-
ing a review of its assistance programs
to determine if profitmaking organiza-
tions may be.eligible to apply for as-
sistance from those programs where
the legislation permits.

To assist us in this review, we are re-
questing public comments as to wheth-
er PHS should make research -grant
awards to organizations operated for
profit and what administrative policies
should apply. Should the PHS review
and public comments indicate-that re-
search grant awards can and should be
made to profitmaking organizations,
amendments will be made changing
the eligibility requirements in
§ 52.11(a)(2).

Dated: February 12, 1979.
JuLIus B..RicgaoND,

Assistant Secretary for Health.

Approved: March 3,1979.
HALE CHAMPION,

Acting Secretary.
1. The Table of Contentsis amended

to read as follows:

PART 52-GRANTS FOR RESEARCH PROJECTS

Subpart A-Applicability and Definitions

Sec.
52.1 To which programs do these regula-

tions apply?
52.2 Definitions.

Subpart BI-Eligibility, Award, and Termination

52.11 Who is eligible to apply for a grant?
52.12 How to apply for a grant.
52.13 Evaluation and disposition of appli-

cations. .
52.14 Grant awards.

Subpart C--Grant Condltions--Obligations of
Grantee

52.20 Use of funds; changes.
52.21 Principal investigators.
52.22-52.23 [Reserved]
52.24 Animal welfare.
52.25 [Reserved]
52.26 Other conditions.
52.27 Other HEW regulations that apply.

- Subpart D-Expenditures by Grantee

52.30 Allocation of costs.
52.31 Direct costs in general.

RULES AND REGULATIONS

Sec.
52.32 Indirect costs.
52.33 Particular direct costs.'

2. The issuing authority Is amended
to read as follows:

AurroRrzy: See. 215, 58 Stat. 690, as
amended, 63 Stat. 835 (42 U.S.C. 216); see.
301, 58 Stat. 691, as amended, 60 Stat. 423,
62 Stat. 467, 601, 1017, 70 Stat. 490, 74 Stat.
1053, 85 Stat. 785, 86 Stat. 687, 88 Stat. 346,
360 (42 U.S.C. 241); sec. 303, 70 Stat. 929, as
amended, 84 Stat. 1241, 88 Stat. 132, 346 (42
U.S.C. 242a); see. 356, 82 Stat. 1174 (42
U.S.C. 263d); sec. 394, 79 Stat. 1062, as
amended, 84 Stat. 63, 64, 66, 67, 87 Stat. 92,
88 Stat. 372 (42 U.S.C. 280b-5); sec. 1004, 89
Stat. 306, 352, as amended, 91 Stat. 389 (42
U.S.C. 300a-2); sec. 1006, 89 Stat. 308 (42
U.S.C. 300a-4); sec. 501, 90 Stat. 1038 (42
U.S.C. 4585); sec. 1205, 87 Stat. 597 (42
U.S.C. 300d-4); sec. 410, 68 Stat. 84, as
amended, 90 Stat. 247, 90 Stat. 1040 (21
U.S.C. 1177).

3. Section 52.1 of Subpart A is
amended to read as follows:
§ A2.1 To which programs do these regula-

tions apply?
(a) The regulations of this part

apply to grants for the support of,
health-related research projects in
programs relating to:

(1) The cause, diagnosis, treatment,.
control, or prevention of the physical
or mental diseases, injuries, or impair-
ments to human life, as authorized by
sections 301, 303, and related provi-
sions of the Act (42 U.S.C. 241, 242a);

(2) Electronic product radiation con-
trol programs designed to protect the
public, and safety from electronic
product radiation, as authorized by
section 356 of the Act (42 U.S.C. 263d);

(3) Medical library science and relat-
ed activities, and for the developmdnt
or dissemination of new knowledge,
techniques, systems, ,and equipment
for processing, storing, retrieving, and
distributing information pertaining to
health sciences, as authorized by sec-
tion 394 of the Act (42 U.S.C. 280b-5);

(4) Emergency medical techniques,
methods, devices, and delivery, as au-
thorized by section 1205 of-the Act (42
U.S.C. 300d-4);

(5) The behavioral and biomedical
etiology, treatment, mental and physi-
cal health consequences, and social
and economic consequences, of alcohol
abuse and alcoholism, as authorized
by section 501 of the Comprehensive
Alcohol Abuse and Alcoholism Preven-
tion, Treatment, and Rehabilitation
Act of 1970 (42 U.S.C. 4585);

(6) The improvement of drug main-
tenance techniques or-programs, as au-
thorized by section 410 of the Drug
Abuse Office and Treatment Act of
1972 (21 U.S.C. 1177); and

(7) Research in the biomedical, con-
traceptive development, behavioral,
and program implementation fields re-
lated to family planning and popula-
tion, as authorized under section 1004
of the Act.

(b) These regulations do not apply
to general research grants, grants for
the construction of research facilities
(see Part 57 of this chapter), for the
construction of hospital or other medi.
cal facilities (see Part 53 of this chap-
ter), or the award of fellowships (see
Part 61 of this chapter), traineeships
(see Part 63 of this chapter), training
grants (see Part 64 of this chapter), or
to th6 support of research training
under the National Research Service
Awards program (see Part 66 of this
chapter).-

- 4. Section 52.2 of Subpart A Is
amended by amending paragraph (b)
and adding new definitions (d), (e), (f),
(g), and (h) as follows:

§ 52.2 Definitions.

* * * * *

(b) "Project period" means the
period of time which the Secretary
finds is reasonably required to initiate
and conduct a research project within
the scope of § 52.1, including the ini-
tial period of support determined
under § 52.13 and any extension of
that period (with or without the
award of additional funds) as author-
ized by § 52.20(c). The project period
may include the time required for ini-
tial staffing and acquisition of facili-
ties and for the preparation and publi-
cation of the results of.the project.

(d) "Act ' means the Public Health
Service Act (42 U.S.C. 201 et seq.). r

(e) "Department" means the Depart-
ment of Health, Education, and Wel-
fare.

(f) "Grantee" neans the institution,
organization, individual or other
person designated in the grant award
document as the responsible legal
entity to whom a grant is awarded
under this part.

(g) "Research project grant" means
the award by the Secretary of funois to
a grantee to assist in meeting the costs
of conducting for the benefit of the
public health an identified project
which is.lntended and designed to es-
tablish, discover, develop, elucidate or
confirm information or the underlying
mechanisms relating to a program set
forth in § 52.1.

(h) "Project" means the particular
activity within the scope of one or
more of the programs set forth in
§ 52.1 which is supported by a-grant
award under this part.

§ 52.10 [Deleted]
5. Section 52.10 Is deleted.
6. Section 52.11 is amended by revis-

ing the heading, and by changing tlhe,
heading of paragraph (b) "Projects
Eligible" to read "Permissible activ-
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ties within projects." As amended
§ 52.11 reads as follows:

§ 52.11 Who is eligible to apply for a
grant?

(a) Persons eligible. Except where
otherwise prohibited by law, any indi-
vidual, corporation, public or private
institution or agency, or other legal
entity found by the Secretary to be
authorized and qualified by scientific
or other relevant competence to carry
out a proposed research project in ac- -
cordance with the regulations of this
part shall be eligible for a grant award
except:

(1) Federal agencies or institutions
not specifically authorized by law to
receive such a grant;

(2) Any corporation, institution,
'agency or other such person, .other
than an individual, that is organized
or operated for profit; and

(3) Any individual, corporation, insti-
tution, agency or other entity that,
having previously received a grant
award, has failed willfully-and materi-
ally in the judgment of the Secretary
to comply with accounting or other re-
quirements applicable to that prior
award. Ineligibility for a grant award
under this paragraph continues until
terminated in the public interest by
the Secretary.

(b) Permissible activities within pro-
jects. Any project found by the Secre-
tary to be a research project within
the meaning of § 52.1 shall be eligible
for a grant award. Eligible projects
may consist of laboratory, clinical,
population, field, statistical, basic, ap-
plied or other types of investigations,
studies or experiments, or combina-
tions thereof, and may either be limit-
ed to one, or a particular aspect of a
problem or subject, or may consist of
two or more related problems or sub-
jects for concurrent or consecutive in-
vestigation and involving multiple dis-
ciplines, facilities and resources.

7. Section 52.12 is amended to read
as follows:

§ 52.12 How to *apply for a grant.
(a) A grant application must include

the following information:
(1) Nature, project period, purpose

and plan of the project;
(2) Name and qualifications of the

principal investigator andany key per-
sonnel;

(3) Qualifications of the principal
staff members to be responsible for
the project;

(4) The total facilities and resources
that will be available;

(5) Justification of the amount of
grant funds requested; and

(6) Other pertinent information the
Secretary may require to evaluate the
proposed project.
'-(b) The application must be signed
by an individual authorized to act for

the applicant and to assume on behalf
of the applicant the obligations tin-
posed by the terms and conditions of
-any award, including the regulations
of this Part. Interested persons are in-
vited to submit grant applications in
conformity with this ParL

8. Paragraph (b) of § 52.13 is amend,
ed to read as follows:

§ 52.13 Evaluation and disposition of ap-
plications.

* * * . S

(b) Disposition. On the basis of the
Secretary's evaluation of an applica-
tion in accordance with paragraph (a)
of this section and subject to appro-
vals, recommendations or consulta-
tions by the appropriate National Ad-
visory Council or other body as may
be required by law, the Secretary will
(1) approve, (2) defer because of either
lack of funds or a need for further
evaluation, or (3) disapprove support
of the proposed project in whole or in
part. With respect to approved pro-
jects, the Secretary will determine the
project period (subject to extension as
provided in § 52.20(c)) during which
the project may be supported. Any de-
ferral and disapproval of an applica-
tion will not preclude Its reconsider-
ation or a reapplication.

§ 52.14 [Amended]
9. Section 52.14 Is amended by

changing the reference to § 52.10 In
the first sentence of paragraph (a) to
§ 52.1; by substituting the words "the
Secretary" for the word "he" In the
first sentence of paragraphs (d) and
(f); by deleting the first sentence of
paragraph (e) and by substituting the
word "grant" for the word "such" In
the second sentence of paragraph (e).

10. Section 52.20 Is amended to read
as follows:

§ 52.20 Use of funds; changes.
(a) Delegation of fiscaZ responsibili-

ty. The grantee may not n whole or In
part delegate or transfer to another
person responsibility for the use or ex-
penditure of grant funds.

(b) Changes in project The permissi-
ble changes by the principal investiga-
tor in the approved project shall be
limited to changes in methodology ap-
proach or other aspects of the project
to expedite achievement of the pro-
ject's research objectives, including
changes that grow out of the approved
project and serve the best scientific
strategy. If the grantee and the princi-
pal investigator are uncertain whether
a change complies with this provision,
the question must be referred to the
Secretary for a final determination.

(c) Changes in project period. The
project period determined pursuant to
§ 52.13(b) may be extended by the Sec-
,retary, with or without additional

grant support, for such an additional
period as the Secretary determines
may be required to complete, or fulfill
the purposes of, the approved project.

§§ 52.22, 52.23 and 52.23 [Reserved]
11. Sections 52.22, 52.23 and 52.25

are deleted. These sections are re-
served for future regulations.

12. Section 52.24 presently reserved
is amended to read as follows.

§ 52.24 Animal Welfare.
The provisions in the Department

Grants Administration Manual (Chap-
ter 1-43) are applicable to applications
for grants under this part.

13. A new § 52.27 is added immediate-
ly after § 52.26, as follows:

§ 52.27 Other HEW regulations that apply.
Several other .BEW regulations

apply to grants under this Part.
These include:

42 CFR Part 50. Subpart PflSgant appea'
D. procedure.

45 CFR Parts 6 and 8- Inventlons and patenL.
45 CPR Part 16 - Department grants

appeals proces.
45 CFRPart46 -. Protectlon othuman

subjects-
45 CPR Part 74 . Administration of grants

(Including grants to-
Individual).

45 CPR Part 75 - Informal grant appeals
proceduri-es(ndirec
cots rates and other
coat anlcations).

45 CFR Part 90 NondZcrnInatlon under
programs receiving
Federal assistance
through the
Department-
Effectuation of Title
VI of the CivilRights
Act of 19M4

45 CFR Part 81 . Practlceandprccedure
for hearings under
Partw_.

45 CFR Part 84. Nondiri=mination on
the b of handicap
In federally as3lsted
progranm

45 CFR Part 86 Nond:crl1mnation on
the basis of sex in
federaly as.sted
education programs
and activities.

§ 52.33 [Amended]
14. Section 52.33 is amended by de-

leting the term "Surgeon General" in
the second sentence of paragraph (c)
and Inserting "Secretary" in lieu
thereof.

Subpart E [Deleted]

15. Subpart E, relating to grantee ac-
countability, is now fully covered by
45 CFR Part 74 (particularly Subparts
F, M and 0) setting forth general ad-
ministrative requirements, and Sub-
part E is therefore deleted in its en-
tirety.

Subpart F [Deleted]

16. Subpart F, setting forth the ap-
plicability of 45 CFR Part 74, is now
covered in a new, simplified §52.27
which cross-references in one conve-
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nient provision all HEW regulations
which are applicable to project grants,
and Subpart F is therefore deleted in
its entirety.

(FR Doe. 79-7236 Filed 3-8-79; 8:45 am]

[4110-07-M]
Title 45-Public Welfare

SUBTITLE A-DEPARTMENT OF
HEALTH, EDUCATION, AND WEL-
FARE, GENERAL ADMINISTRATION

PART 25-HEARING EXAMINERS-
SUPPLEMENTAL SECURITY-INCOME

Revocation of Part 25 •

AGENCY: Office of the Secretary,
HEW.
ACTION: Final rule.

SUMMARY: These regulations revoke
45 CFR Part 25. 45 CFR Part 25 con-
tains the personnel rules for the Sup-
plemental Security Income hearing ex-
aminer position. Since this position no
longer exists, these provisions are ob-
solete.
EFFECTIVE DATE: March 9, 1979.
FOR FURTHER INFORMATION
CONTACT:

C. H. Campbell, Legal Assistant,
Office of Policy and Regulations,
6401 Security Boulevard, Baltimore,
Maryland 21235, telephone 301-594-
7453.

SUPPLEMENTARY INFORMATION:
45 CFR Part 25 was issued to imple-
ment a provision in title XVI of the
Social Security Act for the supplemen-
tal security income (SSI) program.
This provision' (section 1631(d)(2) of
the Act as originally enacted) author-
ized the Secretary to appoint As hear-
ing examiners in SSI hearings, quali-
fied persons who may not meet the
prescribed standards for hearing ex-
aminers under the Administrative Pro-
cedure Act. 45 CFR Part 25 contains
the administrative provisions for the
SSI hearing examiner position such as
qualifications, appointment, pay, and
separation.

Public Law 94-202, enacted on Janu-
ary 2; 1976, made changes concerning
the SSI hearing examiner position.
Section 2 of Pub. L. 94-202 terminated
the Secretary's authority to appoint
SSI hearing examiners. Section 3 of
Pub. L. 94-202 authorized SSI hearing
examiners to conduct hearings under
titles II, XVI, and XVIII of the Social
Security Act as if they were appointed
under the Administrative Procedure
Act, and provided for terminating the
appointments of all SSI hearing exam-
iners by December 31, 1978.

Subsequently, section 371 of Pub. L.
95-216 (enacted December 20, 1977)
changed the SSI hearing examiner's
status to career-absolute positions as
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hearing examiners under 5 U.S.C. 3105
(renamed "Administrative Law
Judges" by section 2(b) of Pub. L. 95-
251, enacted March 27, 1978).

Since the SSI hearing examiner po-
sition no longer exists, the 45 CFR
Part 25 provisions are obsolete. We are
revoking these provisions to comply
with the Operation Common Sense ob-
jectives of removing outdated material
from the regulations.

.Since this amendment only revokeg
unnecessary and obsolete material, the
Secretary of Health, Education, and
Welfare finds that publication with
Notice of Proposed Rulemaking is un-
necessary.

[PART 25-RESERVED]

Accordingly, 45 CFR Part 25 is re-
voked and reserved.
(Sees. 1102, 1631, of the Social Security Act;
49 Stat. 647- as amended, 86 Stat. 1475 as
amended; 42 U.S.C. 1302. 1383; Sees. 2, 3 of"
Pub. L. 94-202; Section 371 of Pub. L. 95-
216).
(Catalog of Federal Domestic Assistance
Program No. 13.807, Supplemental Security
Income Program.)

Dated: March 3, 1979.
JosEPH A. CALIPAno, Jr.,

Secretary of Health,
Education, and Welfare.

[FR Doc. 79-7235 Filed 3-8-79; 8:45 am]

[4910-06-M]
Title -49-Transpartation

CHAPTER" II-FEDERAL RAILROAD
ADMINISTRATION, DEPARTMENT
OF TRANSPORTATION

[Docket No. RP-1, Notice No. 3]

PART 211-RULES OF PRACTICE
Interim Procedures for the Adminis-

trative Review of Emergency.
Orders

AGENCY-: Federal Railroad Adminis-
tration (FRA), Department of Trans-
portation.
ACTION: Issuance of interim rules.

SUMMARY: This document issues in-
terim procedures for the review of
orders issued under the emergency
powers provision of the Federal Rail-
road Safety Act of 1970 (45 U.S.C."
432). That provision authorizes the
FRA to take emergency action t6
abate conditions which affect the
safety of railroad operations. Subse-

- quent review of an emergency order is
provided in the form of an on-the-
record administrative hearing, Issu-
ance of interim procedures at this time
is necessary to facilitate the conduct
of a review proceeding currently pend-
ing before the FRA.

EFFECTIVE DATE: These procedures
are effective on date of issuance by
the Administrator.

'FOR FURTHER INFORMATION
CONTACT:

Principal Legal Drafter, Grady' C,
Cothen, Jr., Office of Chief Counsel,
Federal Railroad Administration,
400 Seventh Street, S.W., Washing-
ton, D.C. 20590, 202-426-8220.

SUPPLEMENTARY INFORMATION:
Section 203 .of the Federal Railroad
Safety Act of 1970 (45 U.S.C. 432)
reads as follows:

If through testing, inspection, Investiga-
tion, or research carried out pursuant to
this title, the Secretary determines that any
facility or piece of equipment is in unsafe
conditioner and thereby creates an cmer.
gency situation involving a hazard of death
or injury to persons affected by It, the Sec-
retary may immediately Issue an order,
without regard to the provisions of section
202(b) of this title, prohibiting the further
use of such facility or equipmeht until the
unsafe condition is corrected. Subsequent to
the issuance of such order, opportunity for
review shall be provided in accordance with
section 554 of title 5 of the United States
Code.
The Secretary of Transportation's
powers under that provision have been
delegated-to the Federal Railroad Ad-
ilnistrator (49 CFR § 1.49(n)).

The FRA currently has before It a
petition for review of an emergency
order. Because this is the first such pe-
tition filed with the FRA, and because
prior revisions of the FRA Rules of
Practice" did not contain sufficientlV
specific language to facilitate the gov-
ernance of review proceedings, FRA
has decided to issue interim proce-
dures in the form of a new Subpart F
to Part 211.

The interim procedures incorporate
by reference and leave undisturbed
section 211.47 of the Rules of Practice,
under which the pending petition for
review was filed. The new procedures
merely supplement existing rules, con.
ferring broad discretion on the presid-
*ing officer to provide for the conduct
of the hearing.

Section 211.71 sets forth a general
description of the nature of the new
subpart and defines the term "Admin-
istrator" to mean the statutory head
of an agency or his deputy.

Section 211.73 deals with the Identi.
ty of the presiding officer and the
powers conferred on the presiding offi-
cer. Paragraph (a) identifies the pro-
'siding officer as the Administrator or
an administrative law judge appointed
under Office of Personnel Manage-
ment regulations.

Paragraph (b) delegates to the pre-
siding officer the power to regulate
the proceeding. FRA has considered
and rejected the possibility of adopt.,
ing detailed practice rules at this time.
Because the subject matter of an-,
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emergency order may be very specific
or rather extensive, FRA believes the
presiding officer should be able to pro-
ide for the orderly conduct of a pro-
ceeding by adapting procedural tech-
niques utilized by the Federal Courts
and by other administrative agencies.
Under this general delegation, the pre-
siding officer enjoys the powers re-
ferred to in subsection 556(c) of Title
5. United States Code, as well as the
general powers specified by subsection
208(a) of the Federal Railroad Safety
Act of 1970 (45 U.S.C. 437(a)), insofar
as those latter powers relate to the
conduct of administrative hearings.

It should be noted that the delega-
tion to the presiding officer is directed
at the development of an administra-
tive record on all material issues, both
legal and factual. It is not intended
that a presiding officer cut short a
review proceeding because of any per-
ceived lack of statutory authority.
That is an issue which will have been
decided at the threshold level by the
head of agency and the chief legal
counsel to the agency prior to issuance
of the order. During the period admin-
istrative review is in progress, the Ad-
ministrator retains jurisdiction over
requests for the stay or modification
of the emergency order. By the same
token the presiding officer is free to
hear arguments on the question of
statutory authority and to enter con-
clusions on that issue in the final deci-
sion, providing such analysis as may
be appropriate.

Paragraph (e) relates to the findings
and conclusions of the presiding offi-
cer, delegating to the presiding officer
the power to set aside, modify or
affirm the emergency order based on
the entire administrative record devel-
oped through the hearing process. It is
intended that the administrative law
judge exercise discretion to alter or
supplement the terms of an order as
warranted by the record, if an emer-
gency situation is found to exist.

Paragraph (d) provides that the de-
cision of the presiding officer is ad-
ministratively final, unless appealed
under section 211.79.

Section 21L75 governs the introduc-
tion of evidence. As a general rule, the
section is intended to permit the intro-
duction of relevant and probative evi-
dence. FRA believes that questions of
reliability and prejudice should be
considered by the' presiding officer as
considerations bearing on the weight
to be accorded particular evidence.

-However, the section permits the ex-
clusion of evidence determined to be
unduly repetitive or so extensi-e and
wanting in relevance or probative
effect that its admission would impair
the prompt, orderly, and fair resolu-
tion of the proceeding.

Section 21L77 permits any aggrieved
party to appeal the decision of an ad-

ministrative law judge to the Adminis-
trator within twenty (20) days. This
section is intended to permit cross ap-
peals in appropriate cases.

'Based on Its experience under these
interim rules and further analysis of
the need, if any, for more detailed pro-
cedures, the FRA will Issue permanent
rules of practice for the review of
emergency orders within the next
twelve months.

Since this rulemaking does not
affect any substantive right or duty
and pertains solely to procedures and
practices before FRA, notice and
public procedure thereon are unneces-
sary. These procedural rules are made
effective on issuance in order to facili-
tate the prompt disposition of a pro-
ceeding currently before the FRA.

In consideration of the foregoing.
Part 211 of Title 49, Code of Federal
Regulations, is amended-

1. By adding thefollowing at te end
of the table of conte:ts.

Subpart F--Inezm Procedures for The Review
of Emergency Orders

21L71 General.
211.73 Presiding officer. power-a
211.75 Evidence.
21L77 Appeal to the Administrator.

2. By adding at the end of authority
citation thefollowingc

Subpart F is also Issued under scs. 203
and 208(a). 84 Stat. 972, 974.975 (45 U.S.C.
432.437(a)) and 5 US.C. S- 554-559.

3. By adding at thw end thercof a new
subpart to read asfolows.

Subpart F--nterm Procedurqs for the
Review of Emergency Orders

§211.71 General.
(a) This subpart consists of interim

procedures for the review of emergen-
cy orders issued under section 203 of
the Federal Railroad Safety Act of
1970, supplementing § 211.47 of this
part.

(b) Proceedings under this subpart
are subject to the requirements of 5
U.S.C. 554-559.

(c) Notwithstanding §211.1 of this
part, as used In this subpart "Adminis-
trator" means the Federal Railroad
Administrator or Deputy Administra-
tor.

§ 211.73 Presiding officer powers.
(a) An administrative hearing for

the review of an emergency order is
presided over by the Administrator or
by an administrative law Judge desig-
nated at the request of FRA pursuant
to 5 CFR 930.213.

(b) The presiding officer may exer--
cise the powers of the FRA to regulate
the conduct of the hearing and associ-
ated proceedings for the purpose of
achieving a prompt and fair determl-

nation of all material issues in contro-
versy.

(c) The final decision of the presid-
Ing officer shall set forth findings and
conclusions based on the administra-
tive record. That decision may set
aside, modify or affirm the require-
ments of the emergency order under
review.

(d) Except as provided in § 211-77,
the decision of the presiding officer is
administratively final.

§211.73 Evidence.
(a) The Federal Rules of Evidence

for United States Courts and Magis-
trates shall be employed as general
guidelines for the introduction of evi-
dence in proceedings under this sub-
part. However, except as provided in
paragraph (b) of this section, all rele-
vant and probative evidence offered by
a party shall be received in evidence.

(b) The presiding officer may deny
the admision of evidence which is de-
termined to be-

(1) unduly repetitive; or
(2) so extensive and lacking in rel-

erance or probative effect that its ad-
mission would Impair the prompt, or-
derly, and fair resolution of the pro-
ceedingr.

§211.77 Appeal to the Administrator.
(a) Any party aggrieved by the final

decision of a presiding officer (other
than the Administrator) may appeal
to the Administrator. The appeal must
be filed within twenty (20) days from
Issuance of the presiding officer's deci-
sion and must set forth the specific ex-
ceptions of the party to the. decision.
making reference to the portions of
the administrative record which are
believed to support the exceptions.
The notice of appeal and any support-
ing papers shall be accompanied by a
certificate stating that they have been
served on all parties to the proceeding.

Issued at Washington., D.C. on
March 6. 1979.

JOEW M. SULLIVAN,
Administrator.

EFR Doc. 79-7164 Fled 3-8-79:8"30 am]

[7035-01-M]
Title 49-Tronsportation

CHAPTER X-INTERSTATE
COMMERCE COMMISSION

SUBCHAPTER A-GENERAL RULES AND
REGULATIONS

PART 1001-INSPECTION OF
RECORDS

AGENCY: Interstate Commerce Com-
mission.
ACTION: Final rule.
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SUMMARY: The purpose of this doc-
ument is' to give notice that requests
to inspect , records not considered
public under 5 U.S.C. 552 (Part 1001.4)
should be addressed to the Freedom of
Information Officer. Accordingly, all
references to Secretary in said Part
1001.4 are herewith amended to read
Freedom of Information Officer.

DATES: This final rule becomes effec-
tive upon publication in the FEDERAL
REGISTER.
FOR FURTHER . INFORMATION
CONTACT:

S. Arnold Smith, Freedom of Infor-
mation Officer, 202-275-1717.

SUPPLEMENTARY INFORMATION:
In order to achieve' more effective
management and control over the
processing of information requests
under the Freedom of Information
and Privacy Acts, the Commission has
consolidated such functions under one
officer assigned to the Managing Di-
rector's Office. Therefore, the Secre-
tary's Office, which previously proc-
essed Freedom of Information re-
quests, will no longer be involved with
this particular activity, and all refer-
ences thereto In Part 1001.4 should be
deleted and Freedom of Information
Officer substituted in its stead. Be-
cause .this is an administrative rule
change only, public comments are not
solicited with respect thereto.

§ 1001.4 (Amended]
Section 1001.4 is amended by substi-

tuting "Freedom of Information Offi-
cer" for "Secretary" wherever that
word appears.

Decided March 2, 1979.
By the Commission, Chairman

O'Neal.

H. G. Hozm, Jr.,
Secretary.

[FR Doc. 79-7126 Filed 3-8-79; 8:45 am]

[7035-01-M]
(Service Order No. 1365]

PART 1033-CAR SERVICE

The Baltimore and Ohio Railroad Co.
Authorized To Transport'Shipments
of Less Than 6,370 Tons

AGENCY: Interstate Commerce Com-
mission.
ACTION: Emergency Order, Service
Order No. 1365.
SUMMARY: There,is a flood at Delhi,
Ohio, which is preventing Indiana
Grain Co-op from loading the com-
plete set of 65 cars of a unit-grain-
train. movement. Service Order No.
1365 authorizes Baltimore and Ohio to
forward the 45 cars now loaded with
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soybeans. The remaining 20 covered
hopper cars will be loaded and for-
warded to destination when the flood
conditions permit.
DATES: Effective 9:00 a.m., March 1,
1979. Expires .11:59 p.m., March 15,
1979.,
FOR FURTHER INFORMATION
CONTACT:

J. Kenneth Carter, Chief, Utilization
and Distribution Branch, Interstate
Commerce Commission, Washington,
D.C., 20423, Telephone (202) 275-7840,
Telex 89-2742.
SUPPLEMENTARY INFORMATION:
The Order is printed in full below.
Decided: March 1,1979.

Traffic Executive, Association-East-
em Railroad Tariff 4043, I.C.C. T.E.A.
4043 requires a minimum of 6,370 tons
of soybeans to be loaded into 65 cars
from Delhi, Ohio, to Locust Point, Bal-
timore, Maryland. Indiana Grain Co-
op at Delhi has loaded forty-five (45)
carloads of soybeans. Because of a
flood, Indiana Grain is unable to load
the other twenty (20) cars in order to
comply with tariff requirements. The
Baltimore and Ohio Railroad Compa-
ny (BO) has requested authority to
waive the 6,370 tons, 65 car provisions
of this tariff, and to forward 45 cars
immediately with the remaining 20
cars to be forwarded when the flood
conditions permit loading of the cars.
Better utilization of covered hopper

-cais will be effected by authorizing
the loaded cars to be forwarded.

It is the opinion of the Commission
that an emergency exists and that
there is good cause to authorize BO to
transport shipments of less than 6,370
tons. The Commission finds that
notice and public procedure are im-
practicable and contrary to the public
interest, and that good cause exists for
making this order effective upon less
than thirty days' notice.

It is ordered,

§ 1033.1365 (S.O. 1365).
(a) The Baltimore and- Ohio Rail-

road Company authorized to transport
shipments of less than 6,370 tons. The
Baltimore and Ohio Railroad Compa-
ny (BO) is authorized to waive -the
sixty-five (65) car, 6,370 tons require-
ment provided in.Item 370 of Traffic
Executive Association-Eastern Rail-
road Tariff 4043, I.C.C. T.E.A. 4043,
and is authorized to transport forty-
five (45) cars of soybeans from Delhi,
Ohio, to Locust Point, Baltimore,
Maryland, on a one trip basis. The re-
maining twenty (20) cars of soybeans
will be operated together In the final
movement in order to comply with the
tariff minimum weight requirement.
Detention rules will be treated as if
each of the movements is a complete
movement in itself.

(b) Other tariff proVisions. All tariff
provisions not specifically modified by
this order shall remain In effect.

(c) Application. The provisions of
this order shall apply to intrastate, In.
terstate and foreign commerce,

(d) Minimum weights. The minimum
weights required to be transported as
provided in the applicable tariff shall
remain fully in effect.

(e) Billing to be endorsed. The bills
'of lading and the waybills covering a
partial shipment authorized by this
order to be forwarded shall bear the
following endorsement:

"Unit-grain-train of ( ) cars. Par
tial shipment of ( ) cars forwarded

"authority ICC Service Order No. 1365.
( ) additional cars to follow.

(f) Consent of shipper required. The
shipper shall consent before the cars
are forwarded as authorized in Section
(a) of this order.

(g) Effective date This order shall
become effective at 9:00 am., March 1,
1979.

(h)'Expiration date. The provisions
of this order shall expire at 11:59 p.m.,
March 15, 1979, unless otherwise modi-
fied, changed or suspended by order of
ths Commission.

(49 U.S.C. (10304-10305 and 11121-11120).
This order shall be served'upon the

Assoclatloi of American Railroads,
Car Service Division, as agent of all
railroads subscribing to the car service
and car hire agreement under the
terms of that agreement and upon tho
American Short Line Railroad Associ-
ation. Notice of this order shall bd
given to the general public by deposit-
Ing a copy in the Office of the Secre-
tary of the Commission at Washing-
ton, D.C., and by filing a copy with the
Director, Office of the Federal Regis-
ter.

By the Commission, Railroad Serv-
ice Board, members Joel E. Burns,
Robert S. Turkington and John R. Mi-
chael. Member Robert S. Turkington
not participating.

H. G. Hommr, Jr.,
Secretary.

[FR Doe. 79-7238 Filed 3-8-79; 8:45 am]

[7035-01-M]

SUBCHAPTER B-PRACTICE AND PROCEDURE

(E Parte No. 293, Sub-No. 2]

PART 1125-STANDARDS FOR DETER-
MINING RAIL SERVICE CONTINU-

* ATION SUBSIDIES
Decision

- AGENCY: Rail SerVice Plannig,
Office, Interstate Commerce Commls-.
sion. -
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ACTION: Denial of 'request to reopen
rulemaking. .

SUMIMARY: RSPO reasserts that the
Congressional intent regarding the
reasonable return concept was imple-
mented in the original drafting of the
Regional Subsidy Standards in 1975.
The "reasonable return on the value"
of rail properties contained in 49 CFR
1125.9 is determined by using "net liq-
uidation value" and the rate of return
on -U.S. Treasury. Notes and Bonds.
The fact that recent inflation has re-
sulted in dramatic increases in interest
rates does not negate the "reasonable
return" concept or criteria.

FOR FURTHER INFORMATION
CONTACT:

James Wells, Chief, Cost Evaluation
Branch, Rail Services Planning
Office, 1900 L Street, NW., Washing-
ton, D.C. 20036, (202) 254-7552.

SUPPLEIDTARY INFORMATION.
On February 6, 1979, the Ohio Rail
Transportation Authority, on behalf
of the states in the Northeast and
Midwest Region, requested the Rail
Services Planning Office (RSPO) to
reopen the Regional Subsidy Stand-
ards (49 CFR 1125) to address the
issues of "market price" valuation,
Treasury Bond rates of return, and a
price escalator provision.

Taxsuay BoN RATES OF RE=;un

.The crux of the request to reopen is
the recent increase in interest rates.
The states which subsidize services in
the Region agreed to-use the Treasury
Bond rate of return during the third
subsidy year. At that time, it was 7.2
percent. In January 1979, the Penn
Central Corporation submitted to the
states its estimated costs for the
fourth year use of its rail properties.
The projecthd rate of return was set at
the estimated Treasury Bond rate of
10.5 percent, resulting in a 46 percent
increase in lease costs due solely to in-
creased interest rates. The states cur-
rently leasing Penhi Centrars rail lines
argue that they accepted the Treasury
Bill rate last year because it is: (1)
easily verifiable; (2) a publicly accessi-
ble measure; (3) lower than the prime
rate; and (4) reasonably stable. They
further contend that "the increase in
the T-Bill rate in the last twelve
,months belies the factor of stability."

First, RSPO would like to clarify
that the rate used in the Standards is
that for U.S. Treasury Bonds or Notes,
which differs from Treasury Bills. The
T-Bills' life is usually less than one
year, while the use of bonds-and notes
provides the flexibility to use periods
of one year or more. While it is true
that Treasury Bond and Note rates
hIVe risen dramatically in the past
yew, this does not demonstrate a case
of instability or unreasonableness
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when considered within the context of
all interest rates. On February 15,
1979, the Treasury Bond and Note
rate Nas 9.9 percent. This shows a less
rapid increase than the prime rate did
over the same'period, the prime rate
has risen from 8 percent In April, 1978,
to 11.75 percent today.

It is a general increase in the entire
money market which places the par-
ties in: their current position. This eco-
nomic fact of life does not renounce
the concept of reasonableness as in-
tended by Congress or as defined in
the Standards. If Penn Central were
able to liquidate the leased properties
and invest. the proceeds prudently and
conservatively, it could very easily re-
ceive a return of approximately 10
percent In today's money market.

Interest rates have fluctuated over
the past 10 years and it is within the
realm of possibility that the rates
could drop to 8 percent by next year.
Although this would give the subsidlz:
ers the advantage of lower lease costs,
we would not expect Penn Central to
petition for the retention of the 10
percent rate. When RSPO Issued Its
Standards on January 8, 1975, we de-
termined that thq use of U.S. Treasury
obligations would provide the greatest
degree of fairness to all parties. Noth-
ing has been presented In ORTA's ar-
guments to change that opinion.

MARKE PRICE VALUATION

ORTA stated that it, and the other
states, assumed last year that the net
liquidation value (NLV) was estab-
lished as Penn Centrals "book price"
in 1978. and that the 1978 value would
be used during the entire subsidy
period. In Its fourth year estimates,
Penn Central increased that NLV by
the increase in the wholesale price
index. RSPO agrees that the 1978
NLV should be used during the entire
subsidy period. However, the subsidy
period in question is only a one-year
period. Therefore, when negotiating a
new lease for the fourth year, the par-
ties will have to use the current value
at which the owners could liquidate
the properties. There is no Intent in
the legislation or in the Standards to
"freeze" the value of the proptrties at
the NLV on April 1, 1976, or any other
date.

RSPO believes that the properties
should be valued at the current level,
but does not agree that the prior
year's value should be increased
across-the-board by use of an arbitrary
index. We believe that It would be
beneficial to the parties if the Individ-
ual elements of the property, such as
scrap rail, relay rail, ties, and land,
were analyzed separately and valued
individually rather than collectively.
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Pnicz EscALATOR

ORTA recommends that RSPO es-
tablish a price escalator for leasing
rail properties by using the President's
Price Guideline of 9.5 percent as the
multiplier for establishing lease value.
The underlying principle of the Subsi-
dy Standards is to compensate the
owmer and operator for expenses in-
curred in the continuation of rail serv-
Ice. The intent of the law is clear that
these owners and operators should not
suffer unreimbursed losses in the pro-
vision of this service. Thus, if fuel
costs rise 100 percent (as they did in
1973-1974), the subsidizer must com-
penmate the operator for these in-
creased costs. This is true of any of
the costs Incurred during the subsidy
agreement period. .The subsidizer
must, in effect, make the operator/
owner whole for aiy costs incurred in
the provision of the subsidized service.
To compensate the owner of the prop-
ertie at a rate less than that available
on the money market (i.e., Treasury
Bonds) would be a failure to satisfy
the minimum constitutional standards
of sufficiency. Finally, the President's
Price Guidelines specifically exempt

.interest rates. Thus, the arguments
for establishing a price escalator
which is not tied to the money market
are inappropriate.

This Is not a major federal action
significantly affecting the quality of
the human environment within the
meaning of the National Environmen-
tal Policy Act of 1969.

Issued March 5, 1979 by Alexander
L. Morton, Director, Rail Services
Planning Office.

By the Commission.

H. G. Honmr,, Jr.,
Secretary.

[FR Dci 79-7242 Filed 3-8-79; 8:45 am]

[4310-55-M]

Title 50-Wildlife and Fisheries

CHAPTER I--U.S. FISH AND WILDLIFE
SERVICE, DEPARTMENT OF THE IN-
TERIOR

PART 26-PUBC ENTRY AND USE

Special Regulations for Continued
Opening of izembek National
Wildlife Range and the Unimak
Island Portion of the Aleutian Na-
tional Wildlife Refuge, Alaska, to
Public Access, Use, and Recreation

AGENCY: Fish and Wildlife Service,
Interior.

ACTION: Special regulations.
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RULES AND REGULATIONS

SUMMARY: The director has deter-
mined that, the opening 'to public
access, use, and recreation of Izembek
National .Wildlife Range and the
Unimak Island portion of the Aleutian.
Islands National Wildlife Refuge in ac-
cordance with applicable State and
the Federal Regulations as set forth in
Title 50 Code of Federal Regulations,
Part 26, and with certain restrictions
as delineated below under Suibplemen-
tary Information, is compatible. with
the objectives- for which the areas
were established, and will provide rec-
reational'opportunity to the public.
EFFECTIVE DATES: These regula-
tions are effective from March 9, 1979
through April 15, 1980.
FOR- FURTHER INFORMATION
CONTACT:

John Sarvis, Refuge Manager Izem-
bek National Wildlife Refuge, Pouch
No.- 2, Cold Bay, Alaska 99571, (907)
532-2445.

SUPPLEMENTARY INFORMATION:
The primary author of this document "
is John Sarvis.

§ 26.,34 Special regulations coicerning
public access, use, and recreation for
individual national wildlife refuges.

UNIAUK ISLAND PORTION OF THE AxEu-
TIAN ISLANDS NATIONAL WILDIrx

'REFUGE AND IZEIEEK NATIONAL WILD-
LIFE RANGE

(a) The landing of aircraft is permit-
ted only at the airstrips at False Pass
and Cape Sarichef and on lakes, bays,
lagoons and adjacent beaches on
Unimak Island. The landing of aircraft
is prohibited on Izembek National
Wildlife Refuge, except in the event of
emergency.

(b) Overflights by aircraft of Iless7
than 1000 feet above ground level are
prohibited except as required-by Fed-
eral Aviation Regulations governing
landing approaches to the Cold Bay
Airport.

(c) The use of motorized vehicles is
restricted to the established road
system.

(d) The use of boats driven.by air
thrust, commonly known as air boats
and jet boats, is prohibited.

(e) Permission to enfer. or. use those

refuge headquarters, Office of the
Area Manager (addresses listed above).
The Refuge Recreation Act of 1962 (16
U.S.C. 460k) authorized the Secretary
of the Interior to 'administer such
areas for public recreation as an ap-
propriate incidental or secondary use
only to the extent that It is practicable
and not inconsigtent with the primary
objectives for which the area was es-
tablished. In addition, the Refuge Rec-
reation Act requires that before any
area of the refuge system is used for
forms of recreation not directly relat-
ed to the primary purposes and func-
tions of the area, the Secretary must
find that: (1) Such recreational use
will not interfere with the .primary
purposes for which the area was estab-
lished; and (2) funds axe available for
the development, operation, and main-
tenance of the permitted forms of rec-
reation. The recreational use author-
ized by these xegulations will not in-
terfere with the primary purposes for
which these refuges were established.
Funds are available for the adminis-
tration of the recreational activities
permitted by these regulations. "

The provisions of these special regu-
lations supplement the regulations
which governs public use on wildlife
refuge areas generally as set forth in
Title 50 Code of Federal Regulations,
Part 26, and appropriate State regula-
tions, The public is invited to offer
suggestions and comments at any
time.

.Dated: February 23, 1979
LE Roy W. SOWL,

AlaskaArea Director,
U.S. Fish and Wildlife Service.

[M Doe. 79-7234 Filed 3-8-79; 8:45 am]
portions of Izembek and Unimak Na-
tional Wildlife Refuge selected by the
Native villages of False Pass, King
Cove, and Pauloff Harbor under
ANCSA should be obtained from the
False Pass, King Cove, or Pauloff
Harbor Village corporations respec-
tively. Public access, use, and recrea-
tion on portions of the described ref-
uges shall be in accordance with appli-
cable State and Federal Regulations,
subject to additional special regula-
.tions and conditions as indicated. Spe-
cial conditions applying to Individual
refuges and maps are available at.
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proposedrules
THis section of the FEDERAL REGISTER contains notices to the public of the proposed Issuance of rujes and regulations. The purpase of t1ese notices is to

give interested persons an opportunity to participate in the rule making prior to the adoption of the final rules.

[3410-02-M] the handling of milk In the St. Louis-
Ozarks marketing area. The hearing

DEPARTMENT OF AGRICULTURE was held, pursuant to the provisions of
the Agricultural Marketing Agreement

Agriculturof Marketing Service Act of 1937, as amended (7 U.S.C. 601
et seq.), and the applicable rules of

[7 CFR Part 10621 practice (7 CFR Part 900), at Bridge-
ton, Mo., on June 21-22, 1978. pursu-

[Docket No. A0-10-A53] ant to notice thereof issued on May 31,
MILK IN THE ST. LOUIS-OZARKS MARKETING 1978 (43 FR 24540).

AREA - Upon the basis of the evidence intro-
duced at the hearing and the record

Decision and Order To Terminate Proceeding thereof, the Deputy Administrator.
on Proposed Amendments to Marketing Marketing Program Operations. on
Agreement and to Order November 17, 1978 (43 FR 54642). filed

with the Hearing Clerk, United States
AGENCY: Agricultural .Marketing Department of Agriculture, his recom-
Service, USDA. - mended decision containing notice of

ACTION: Notice of termination of the opportunity to file written excep-
proposed amendment. tions thereto.

The -findings and conclusions and
SUMMARY: This final decision denies rulings of the recommended decision
a milk industry proposal to change the with respect to issue 2 are hereby ap-
pooling standards for supply plants. proved and adopted and are set forth
The proposal was considered at a in full herein, subject to the addition
public hearing held June 21-22, 1978. of 4 new paragraphs at the end of the
The proposal would have allowed a discussion under the heading "2. Pool-
pool supply plant to meet its shipping ing standards for supply plants."
requirements through transfers and The material issues on the record
diversions of milk from the supply relate to:
plant to pool distributing plants, 1. Regulation of a distributing plant
r4ther than just through transfers. that qualifies as a pool plant under
The order accompanying the decision more than one order.
terminates the proceeding in this 2. Pooling standards for supply
matter. plants.

3. Limitations on the diversion of
FOR FURTHER IN4FORMATION producer milk.
CONTACT: 4. Pricing of diverted milk.

Robert F. Groene, Marketing Spe- 5. Funding rate for the Advertising
cialist,, Dairy Division, Agricultural and Promotion progran
Marketing Service, U.S. Department 6. Assessment for order administra-
of Agriculture, Washington, D.C. tion.

,(202) 447-4824. This decision deals only with Issue 2.
Issues 1, 3, 4, 5, and 6 were dealt with

SUPPLEMENTARY INFORMATION: in a prior decision.
Prior documents in this proceeding,
Notice of hearing, Issued May 31, FnDINGS MD CONCLUSIONS
1978, published June 6, 1978 (43 FR The following findings and conclu-
24540). Recommended decision: Issued sions on the material issues are based
November 17, 1978, published Novem- on evidence presented at the hearing
ber 22, 1978 (43"FR 54642). 'Extension and the record thereof:
I Time for Filing Exceptions: Issued 2. Pooling standards for supply

December 7, 1978, published December plants. A proposal that would allow a
13, 1978 (43 FR 58193). Partial final supply plant operator to move milk di-
decision: Issued January 3, 1979, pub- rectly from producers' farms to pool
lished January 8, 1979 (44 FR 1741). distributing plants and have such de-
Final order: Issued January 18, 1979, liveries count as though they were
published January 24, 1979 (44 FR shipments from his supply plant for
4933). purposes of meeting the supply plant

PRELIARY STATEMENT shipping requirements should not be
adopted on the basis of this record.

A public hearing was held upon pro- Presently, the order requires that a
posed amendments to the marketing supply plant must ship 50 percent of
agreement and the order regulating its Grade A receipts to pool distrlbut-

Ing plants during the month to qualify
as a pool plant. A plant that has made
the required shipments during each of
the months of September through
February Is eligible -for automatic
pooling status during the following
months of March through August.

Kraft, Inc., proposed that deliveries
of milk directly from producers' farms
to pool distributing plants by a supply
plant operator be allowed to count as
qualifying shipments from the supply
plant . Kraft's spokeman testified that
his company operates a pool distribut-
ing plant located at St. Louis and non-
pool manufacturing plants located at
Springfield, Missouri. and Bentonville
and Berryville, Arkansas. In addition,
he said that Kraft had under construc-
tion a supply plant at Springfield
which it planned to qualify as a pool
plant under the St. Louls-Ozarks order
In September 1978.

Kraf!'s witness stated that the com-
pany planned to qualify its Springfield
supply plant on the basis of deliveries
to a pool distributing plant at Fayette-
vile, Arkansas. He testified that 70
percent of the milk that Kraft intends
to pool through its Springfield supply
plant is located in the Springfield
area, 25 percent is in the Bentonville
area, and 5 percent is in the Berryville
area. The witness stated that Kraft in-
tended to supply the Fayetteville dis-
tributing plant primarily with milk
from farms located in the Bentonville
and Berryville area. Any additional
quantities of milk needed by the Fay-
etteville plant would be obtained from
milk supplies associated with Krafs
Springfield plant. The witness indicat-
ed that when milk in the Bentonville
and Berryville area was not needed at
the Fayetteville pool distributing
plant, It would be delivered directly
from the farm to Kraft's nonpool
plants at Bentonville and Berryvilie.
Likewise, whenever milk from the
Springfield area was not needed at the
Fayetteville plant, the milk would be
diverted to Kraft's nonpool plant at
Springfield.

KEra!L's spokeman indicated that
under the present order provisions it
would be extremely inefficient for
Kraft to supply the Fayetteville plant
with milk from the Bentonvile-Berry-
ville area and still qualify fhe Spring-
field plant as a pool supply plant.
Kraft would have to ship the milk to
Its Springfield supply plant, unload it
there, and then reload it onto a taik
truck and ship it to Fayetteville. The
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spokesman said that if milk in the
Bentonville area had to move through
the Springfield supply plant for deliv-
ery to Fayetteville, the milk would
have to be shipped 220 miles. However,
if the milk were permitted to be
shipped directly from Bentonville to
Fayetteville, it would only have to be
shipped 26 miles, a savings of 194
miles. Similarly, the spokesman said,
the Berryville milk supply would have
to be shipped 195 miles if it were deliv-
ered via the Springfield plant com-
pared to 60 miles if it were permitted
to go directly from producers' farms to
Fayetteville.

The witness also stated that, in addi-
tion to the savings in transportation
involved, the quality of the milk would
be better if the milk could be shipped
directly from farms in the Bentonville-
Berryville area to Fayetteville. He in-
dicated that the quality of the milk
deteriorates every time it it pumped,
such as at reloading facilities.

Mid-Am opposed Kraft's proposal to
allow shipments directly from produc-
ers' farms to pool distributing plants
to count as qualifying shipments for
pooling a supply plant. A Mid-Am
spokesman held that the present
supply plant shipping requirements
are reasonable and that the adoption
of Kraft's proposal would make it pos-
sible for pool handlers to attach exces-
sive milk supplies to the St. Louis-
Ozarks market. This, he said, would
reduce the uniform price in an already
deficit market, thus making it more
difficult to attract milk from surplus-
producing regions.

The witness for the cooperative
stated that there is a provision in the
order now that allows a plant operated
by a cooperative association to qualify
on the basis of direct shipments from
producers' farms "if the major func-
tion of the cooperative is to supply
milk to pool distributing plants." It
was his position that under Kraft's

-proposal a proprietary plant operator
should be required to furnish a supply,
of milk for the fluid needs of the
market to the same extent as a cooper-
ative. He held, therefore, that if
Kraft's proposal is adopted, the ship-
ping requirements for a supply plant
should be increased to 70 percent of
the plant's producer receipts, which
approximates the average proportion
of the milk of its members on the
market that Mid-Am delivers to pool
distributing plants.

A spokesman representing the
Kroger Company testified that his
company is opposed to letting milk be
associated with the fluid market with-
out some requirement that the milk be
available when needed for fluid use.
lie contended that there is a growing
need for increasing the present per-
formance requirements of pool plants.
He held that with the marketwide

PROPOSED RULES

Class I utilization running 65 peicent
in May and wNith declining production
in the grain belt, it is getting more and
more costly for handlers to attract a
supply of milk for fluid use. These
extra costs, he stated, must be passed
on to consumers. He claimed that if
consumers then reduce their consump-
tion of milk because of the extra costs,
th dairy farmer will ultimately receive
a lower price for his milk.

Kraft's proposal was presented as a
means of facilitating the efficient han-
dling of milk of proaucers who are as-
sociated with a pool supply plant.
Kraft's representative contended that
if producers ire located closer to a dis-
tributing plant that is buying milk
from a supply plant than they are to
the supply plant, the milk should be
permitted to move directly from their
farms to the distributing plant rather
than to the supply plant for reloading
and transshipment. However, the effi-
cient- handling of- milk that Kraft
wanted to achieve was not related to
milk that normally, might be associat-
ed with its proposed poQl supply plant
at Springfield. Instead, Kraft's pro-
posed modification of the pool supply
plant definition was designed to ac-
commodate primarily the pooling of
milk at farms located near Kraft's
nonpool plants at Berryville and Ben-
tonville rather than milk located in
the proximity of the Springfield plant.
Kraft's witness indicated that the-
company had no intention of physical-
ly associating milk in the Bentonville
area: with its proposed pool supply
plant at Springfield. He stated, in re-
sponse to a question concerning the
pricing of milk associated with the
Bentonville plant, that the company
had no plans to deliver milk from the
Bentonville area to its plants in
Springfield. He indicated that when
such milk was not needed for Class I
,at Fayetteville the milk would be di-
verted to Bentonville.

Because the proposed Springfield
supply plant has not been in existence,
there has been no operational experi-
ence to demonstrate whether or not
the producers in- the Bentonville-Ber-
ryvlle area would in fact ever have
their milk. physically -associated with
the plant. However, it is reasonable to

- assume from this record that none of
this milk which might move directly
from farms to pool distributing plants
would ever be received at the Spring-
field.supply plant. In this case, there

* would be little resemblance between
this type of supply plant bperation
and the usual operation of n supply
plant where milk of producers associ-
ated with the plant is physically re-

. ceived at-the plant. Actually, the pro-
posed operation could be likened
somewhat to th6 operation of a coop-
erative that qualifies its balancing
plant on the basis of milk deliveries

from farms to distributing plants, as
was contended by Mid-Am. This raises
the questibn of whether the current
performance standards for pool supply
plants (i.e., level of shipments by the
plant operator) would be equally ap-
propriate under the different oper-
ational arrangements. A change in the
level of performance was not contem-
plated under Kraft's proposal.

It is conceivable that some accom-
modation for diversions from a supply
plant to distributing ,plants could be
warranted in those cases where the
producers involved might otherwise
normally have their milk received at
the supply plant. This type of situa-
tion was not portrayed on the record.

It is recognized that the record evi-
dence upon which this decision is

'based may not be representative of
Kraft's actual marketing experience in
operating its pool supply plant. As pre-
viously noted, Kraft's supply plant
was under construction at the time of
the hearing. Consequently, Kraft's
testimony was limited to the projected
operation of the plant on September 1,
1978, and thereafter. No basis exists,
therefore, for determining whether
the marketing conditions that Kraft
anticipated would exist on and after
that date are representative of the
actual marketing conditions. Actual
operating experience might well sug-
gest a different approach to dealing
with the'marketing situation.

Kraft, Inc., expected to the Depart-
ment's tentative denial of Its proposal
to allow a supply plant to count as
qualifying shipments for pooling pur-
Poses milk that is diverted from such
supply plant to pool distributing
plants. While exceptor agreed with
the Departmerit's tentative conclusion
that a supply plant should not be per-
mitted to qualify as a pool plant solely
on the basis of diversions from the
supply plant to a pool distributing
plant, Kraft excepted to the continued
use of the present standards. As an al-
ternative, Kraft proposed in its excep-
tions to the recommended decision
that a handler be permitted to meet
up to one-half of the total required
shipments for pool supply plant quali-
fication through diversions from the
supply plant to pool distributing
plants.

Kraft's support for the company's
modified proposal at this stage of the
proceeding is due to a change in the
company's earlier marketing plans.
When the hearing was held, Kraft's

.supply plant at Springfield, Missouri,
was under construction. At that time,
Kraft intended to divert milk from the
Springfield supply plant to a pool dis-
tributing plant located at Fayetteville,
Arkansas. Kraft now indicates that it,

.was unable to put that plan into opei'-4
ation. Instead, on September 1, 1978i.
Kraft started delivering milk from Its.
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supply plant to two pool distributing
plants located in the St. Louis area.
Since September, the pool supply
plant has been regulated under the St.
Louis-Ozads order.'

In view of the changed marketing
conditions, Kraft now supports a
modified version of its earlier propos-
al. The company indicates that the
proposed revision would accommodate
the pooling of a group of producers
who are located between the Spring-
field, Missouri pool supply plant and
distributing plants which receive the
milk of such producers. Proponent
also indicates that the revised amend-
ment is identical to the order amend-
ment that the Department has recom-
mended for adoption in the-Tennessee
Valley milk order (44 FR 4696).

The marketing conditions upon
which proponent's request is based oc-
curred after the close of the hearing
and, therefore, are not a part of the
record evidence upon which this deci-
sion must be based. Furthermore,
adoption of the requested change at
this stage of the proceeding would not
permit interested parties an opportu-
nity to comment on the proposed
change. For these reasons, proponent's
request must be and is hereby denied.

RULINGS ON PROPOSED FINDINGS AND
I CONCLUSIONS

Briefs aid proposed findings and
conclusions were filed on behalf of cer-
tain interested parties. These briefs,
proposed findings and conclusions, and
the evidence in the record were consid-
ered in making the findings and con-
clusions set forth above. To the extend
that the suggested findings and con-
clusions filed by interested parties are
inconsistent with the findings and con-
clusions set forth herein, the requests
to make such findings or reach such
conclusions are denied for the reasons
previously stated in this decision.

RULINGS ON EXCEPTIONS

In arriving at the findings and con-.
clusions, and the regulatory provisions
of this decision, each of the exceptions
received was carefully and fully con-
sidered in conjunction with the record
evidence. To the extent that the find-
ings and conclusions, and the regula-
tory provisions of this decision are at
variance with any of the exceptions,
such exceptions are .hereby overruled
-for the reasons previously stated in
this decision.

TERINATION ORDER

In view of the foregoing, it is hereby
determined that the proceeding with
respect to the proposed amendment to
the tentative marketing agreement
and to the order should be and is
hereby terminated.

PROPOSED RULES

(This decision constitutes the De-
partment's final Impact Analysis
Statement for this proceeding.)

Signed at Washington, D.C., on
March 6, 1979.

P. R. "BosaY" S.rriH,
Assistant Secretary for Market-

ing and Transportation Serv-
ices.

[FR Doc. 79-7162 Filed 3-8-79:8:45 am]

[6210-01-M]
FEDERAL RESERVE SYSTEM

[12 CFR Part 215]

LOANS TO EXECUTIVE OFFICERS, DIRECTORS
AND PRINCIPAL SHAREHOLDERS

FEDERAL DEPOSIT INSURANCE
CORPORATION

[12 CFR Parts 304, 349]

[Docket No. R-02101

FORMS, INSTRUCTIONS, AND REPORTS LOANS
BY CORRESPONDENT BANKS

AGENCIES: Board of Governors of
the Federal Reserve System, Comp-
troller of the Currency, and Federal
Deposit Insurance Corporation.
ACTION: Proposed regulations.

SUMMARY: The agencies listed above
are considering methods and proce-
dures to implement Title VIII (Corre-
spondent Accounts) and Title IX (Dis-
closure of Material Facts) of the Fi-
nancial Institutions Regulatory and
Interest Rate Control Act of 1978.
Pub. L. 95-630 ("FIRA"). Titles VIII
and IX of FE1A take effect on March
10, 1979.

Title VIII prohibits banks that
maintain a correspondent account re-
lationship with each other from ex-
tending credit on preferential terms to
each other's executive officers, direc-
tors or principal shareholders. It also
prohibits the opening of a correspon-
dent -account relationship between
banks where there Is a preferential ex-
tension of credit from one bank to an
executive officer, director or principal
shareholder of the other bank. In ad-
dition, Titles VIII and IX require in-
sured banks and the executive officers
and principal stockholders of record of
insured banks to file certain reports.
DATE. Comments must be received by
April 20, 1979.
ADDRESS: Interested persons are In-
vited to submit comments regarding
the 'proposed regulations. National
banks should address their comments
to the Secretary, Board of Governors
of the Federal Reserve System, Wash-*
ington, D.C. 20551, with a copy to
John E. Shockey, Chief Counsel,
Office of the Comptroller of the Cur-
rency, 490 L'Enfant Plaza East, S.W.,
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Washington, D.C. 20219. State banks
that are members of the Federal Re-
serve System should send their com-
ments to the'Secretary, Board of Gov-
ernors of the Federal Reserve System,
Washington, D.C. 20551. Insured
banks that are not members of the
Federal Reserve System should ad-
dress their comments to the Office of
the Executive Secretary, Federal De-
posit Insurance Corporation, 550 17th
Street. N.W., Washington, D.C. 20429.
All other Interested persons should ad-
dress their comments to the Board of
Governors of the Federal Reserve
System, with a copy to any other ap-
propriate agency. All materialsubmit-
ted should refer to F.R.B. Docket No.
R-0210. All comments received will be
made available for public inspection.

FOR FURTHER INFORMATION
CONTACT.

Board of Governors of the Federal
Reserve System: Bronwen Mason,
Senior Attorney, Legal Division
(202/452-3564), or Michael Bleler,
Senior Attorney, Legal Division
(202/452-3721); Federal Deposit In-
surance Corporatiom Alan J.
Kaplan, Senior Attorney, Legal Divi-
sion (202/389-4433); Comptroller of
the Currency: William H. Rivoir, At-

-torney, Enforcement and Compli-
ance Division (202/447-1989).

SUPPLEMENTARY INFORMATION:
a. Title VIII-Effective March 10,
1979, Title VIII of FIRA,. which
amends section 106 of the Bank Hold-
ing Company Act Amendments of
1970, prohibits banks that maintain a
correspondent account relationship
with each other from extending credit
to each other's executive officers, di-
rectors or principal shareholders
unless the extension of credit is (1)
made on substantially the same terms
as those prevailing at the time for
comparable transactions with other
persons Ad (2) does not involve more
than the normal risk of repayment or
present other unfavorable features.
The agencies propose to interpret the
term "other persons" to mean other
persons not associated with, or em-
ployed by, the bank.

Title VIII also prohibits the opening
of a correspondent account relation-
ship between banks where there is a
preferential extension of credit from
one of the banks to an executive offi-
cer, director, or principal shareholder.
of the other bank.

Persons covered by these prohibi-
tions include any individual or compa-
ny that directly or indirectly owns or
controls more than ten percent of any
class of voting shares of a bank. In the
proposed rule, a principal shareholder
includes a person who controls a prin-
cipal shareholder, such as a person
that controls a bank holding- company.
In addition, shares owned by an indi-
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vidual's Immediate family, as defined
in the Federal Reserve Board's Regu-
lation 0, are deemed to be owned by
the individual.

The proposed rule defines a corre-
spondent account as an account that is
maintained by a bank with another
bank for the deposit or placement of
funds. The agencies are considering
exclusions from the definition of cor-
respondent account such as time de-
'posit accounts at prevailing interest
rates and accounts maintained solely
for the purpose of effecting federal
funds transactions or loan participa-
tions. The agencies request comment
on this 'definition 'as well as sugges-
tions for other possible inclusions or
exclusions. Such suggestions should be
justified in light of the'purposes of
the Act.

In addition to its prohibitions, Title
VIII imposes reporting requirements
upon executive officers and principal
stockholders of record. The proposed
regulations define principal stock-
holder of record as a person that, di-
rectly or indirectly, owns, controls, or
has the power to vote more than ten
percent of any class of voting securi-
ties of an insured bank.I For the purposes of these require-
ments, the term insured bank includes
a branch-of a foreign bank, the depos-
its of which are insured by the FDIC.
If a foreign bank maintains a non-in-

-sured branch or an agency or a com-
mercial lending company in the
United States, the branch, agency or
company would qualify as a bank for
purposes of the prohibitions of Title
VIII, but would not be subject to Title
VIII's reporting requirements.

Executive officers and principal
stockholders of record of insured
banks are required to provide the
board of directors of their bank with a
report regarding any extension of
credit made to them and to each of
their related interests by each of their
bank's depository banks during a cal-
endar year. A depository bank is de-
fined as a bank that maintains a corre-
spondent account for another bank. A
related interest is a company con-
trolled by, or a political or campaign
committee that benefits or is con-
trolled by, an executive officer or prin-
cipal stockholder of record. These re-
porting -requirements do not apply to
directors, unless they are executive of-
ficers or principal stockholders ,of'
record. For the purposes of the report-
ing requirements, a depository bank
does not include a bank that main-
tains a correspondent account(s) that
does not exceed $100,O00 in the aggre-
gate at any time during the reporting
year. The agencies are considering a
lower triggering amount for smaller
banks. In particular; the agencies are
considering a cut-off based upon a per-

- PROPOSED RULES

centage of the depositing bank's total
deposits.

Executive officers and principal
stockholders must include in the
report filed with the bank's board of
directors (1) the "maximum amount of
indebtedness" of the, executive officer
or principal stockholder and of each of
that person's related interests to each
depository bank; (2) the amount of in-
debtedness outstanding ten days
before the report is filed of the execu-
tive officer or principal stockholder
and of each of that person's related in-
terests to each depository bank; (3)
the range of interest rates on the in-
debtedness; and (4)-the terms and con-
ditions -of the indebtedness. Separate
amounts are to be reported for the ex-
ecutive officer or principal stockholder
and' for each of that person's related
interests.

The agencies propose to define the
term "maximum amount of indebted-
ness" as the highest amount that was
owed during the year. As an alterna-
tive, the agencies- are considering de-
fining "maximum amount of indebted-
ness" as the sum of all extensions of
credit. While the alternative method
of calculation appears less burden-
some, it yields a higher figure that
may not accurately reflect the extent
of correspondent borrowing by a
bank's executive officers and principal
stockholders. Comment is specifically
requested-on the cost and burden, to
insured banks that would be. imposed
by adopting either alternative. Com-
'ment is also requested on whether the
"highest amount" should mean (1) the
highest average daily, weekly, or
monthly balance during the calendar
year, (2) the highest end-of-the-month
balance during the calendar year, or
(3) the highest amount calculated on
some other basis.

Title VIII requires each insured
bank to compile the reports submitted
to It by its executive officers and prin-
cipal stockholders' of record and to
furnish such compilation annually to
the appropriate bank supervisory
agency. The format for the compila-
tion will be published at a later date.
The reports submitted by such persons
to the board of directors of the in-
sured bank must be maintained at the
bank for five years and should not be
forwarded to the appropriate Federal
banking agency unless requested. The
appropriate agency may require the
reports to be retained by the bank for
an additional leriod Zf time.

Finally, Title VIII requires each in-
sured bank to file an annual report
with the appropriate Federal banking
agency. In the report, the bank must
list by name each executive officer
and principal stockholder of record
that files a report with the bank's
board of directors concerning indebt-
edness from depository banks. The in-

sured bank also reports tlhe "aggregate
amount of all extensions of credit"
made to such persons by depository
banks. This single figure Is calculated
by totaling the "maximum amounts of
indebtedness" reported by the execu-
tive officers and principal stockholders
of record, This report will be part of
the report filed by the insured bank
under Title IX and will be made avail-
able to the public upon request.

b. Title IX-Title IX, which-amends
section 7 of the Federal Deposit Insur-
ance Act, requires each Insured bank

.to file a report annually with Its ap-
propriate Federal banking agency, In
that report, the insured bank lists
each of Its executive officers and prin-
cipal stockholders of record and the
aggregate amount of extensions of
credit by the bank to such persons and
their related interests. The ageficles
propose to define "aggregate amount"
as the total of the highest amounts of
indebtedness owed to the insured bank
by each of the bank's executive offi-
cers and principal stockholders of
record and each of that person's relat-
ed interests. As an alternative, the
agencies are considering defining "ag-
gregate amount" as the sum of all ex-
tensions of credit made during the re-
porting year. These reports will be
made available to the public at the
bank and at the appropriate Federal
banking agency upon request.

The proposed regulations Incorpo-
rate the definitions in the Federal Re-
serve Board's Regulation 0 for the
terms "executive officer," "extension
of credit," "Immediate family," and
"control of a bank or' company." It
should be noted that under Regula-
tion 0, a person is not considered to
control a company or a bank solely be-
cause of that person's position as a di-
rector or executive officer of the, bank
or company.

The prohibitions against preferen.
tial lending in Title VIII are prospec-
tive only. Preferential loans that are
outstanding as of March 10, 1979, are
not specifically addressed in the stat-
ute or the proposed regulations. How-
ever, banks should eliminate the pref-
erential terms on such loans as soon as
practicable. If such preferential terms
are not eliminated, they may be sub-
ject to criticism by the agencies. This
policy applies'particularly to demand
loans that are within the power of the
bank to call and renegotiate at any
time.

It Is emphasized that, although
these are proposals and not final regu-
lations, the actual statute takes effect
on March 10, 1979, and all banks are
expected to comply with the law be-
ginning on that date. Until final action
is taken on the proposals, however,
banks should refer to the definitions
of terms contained in the proposed
regulations (in particular, the defini-
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tion of "correspondent account") for
guidance in complying with the prohi-
bitions of Title VII

The agencies are considering wheth-
er it is necessary to provide forms on
which the statements and reports re-
quired under Titles VIII and IX must
be filed. Any such forms, and accom-
panying instructions, would be pub-
lished at a later date. The first reports
under Titles VIII and IX are due to be
filed by executive officers and princi-
pal stockholders of record of insured
banks by January 10, 1980, and by in-
sured banks by January 31, 1980. The
period covered by such reports will be
from March 10, 1979 (the effective
date of FIRA) through December 31,
1979. However, the agencies may con-
sider limiting the first reporting
period to July 1, 1979 to December 31,
1979, in order to provide for the order-
ly implementation of the Act's report-
ing requirements. Also, comment is re-
quested on whether the January 31
filing date for insured banks-should be
extenddd to a later date.

Accordingly, the Board of Governors
of the Federal Reserve System hereby
proposes to amend the title to the
Board's Regulation 0 (12 CFR Part
215) to read "Part 215-Loans to Ex-
ecutive Officers, Directors, and Princi-
pal Shareholders," to add a new para-
graph (b) to section 215.9 of Regula-
tion 0, to include sections 215.1
through 215.10 of Regulation 0 in
Subpart A titled '"oans by Member
Banks," and to add a new Subpart B
to Regulation 0, to read as set forth
below, and the Board of Directors of
the Federal Deposit Insurance Corpo--
ration hereby proposes to amend 12
CFR by adding thereto a new Part 349
and a new section 304.4 to read as set
forth below.
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rectly owns, controls, or has the power
to vote more than' 10 percent of any
class of voting securities of an insured
bank. The term includes a person that
controls a principal stockholder of
record.
. (I) "Related interest" means any
company controlled by a person and
any political or. campaign committee,
the funds or services of which will
benefit a person or that is controlled
by a person.3

§ 215.22 Prohibited transactions.
(a)(1) No bank that maintains a cor-

respondent account for another bank
shall make an' extension of credit to an
executive officer, director, or principal
shareholder of such other bank unless
the extension of credit is not preferen-
tial.,

(2) No" bank shall bpen a correspon-
dent account at another bank that has
outstanding an exteslon of credit to
an executive officer, director, or prin-
cipal, shareholder of the bank desiring
to open the account unless the exten-
sion of credit Is not preferential.

(3) No, bank that maintains a corre-
spondent account at another bank
shall make an extension of credit to an
executive officer, director or principal
shareholder of such other bank unless
the extension of credit isnot preferen-
tial."
- (4) No baik that has outstanding an
extension of credit to an executive of-
ficer, director, or principal sharehold-
er of another bank shall 'open a corre-
spondent account at the other bank
unless the extension of credit is not
preferential.

(b) For the purposes of this section,
an extension of credit is not preferen-
tial if (1) it is made on 'substantially
the same terms, including interest
rates and collateral, as those prevail-
ing at the time for comparable trans-
actions with other persons that are
not covered by this Subijart and who
are not employed by the bank, and (2)
It does not involve more than- the
normal risk of repayment or present
other unfavorable features.

§215.23 Reports by executive. officers and
principal stockholders of record.

(a) If during any calendar year an
executive officer or principal stock-
holder of record of a member bank
had outstanding an extension of credit
from a depository bank(s) of the
member bank, the executive officer or
stockholder shall, on or before Janu-
ary 10 of the following year, make a
written report to thd board of direc-
tors of the member bank.'

3The definition of related interest in this
Subpart differs from that in Subpart A. The
definition in Subpart A excludes Insured
banks.4 Persons reporting under this section are
not required to include information on ex-

PROPOSED RULES

(b) The report required by this sec-
tion shall include the following infor-
mation:_

(1) The "maximum amount of in-
debtedness" of the executive officer. or
principal stockholder of record and of
each of that person's related interests
to each depository bank;
- (2) The amount of indebtedness of
the executive officer or principal
stockholder of record and of each of
that person's related interests out-
standing as of December 31 of the cal-
endar year for which the report is,
made to each depository bank;

(3) The range of interest rates
charged on the indebtedness reported

.in paragraphs (b)(1) and (b)(2) of this
section; and

(4) A general description of the
terms and conditions. of the indebted-
ness reported in paragraphs (b)(1) and
(b)(2) of this section.

(c) For the purposes of this Subpart,
"maximum amount of indebtedness"
shall mean-the highest amount owed
during the calendar year for which
the report is made.

(d) The report required by this sec-
tion must be filed by a person who was
an executive officer or a principal
stockholder of record of a member
bank at any time during the reporting
year and who received an extension of
credit' during that year from a deposi-
tory bank of the member bank.

§ 215.24 Reports by member banks.
(a) On or before January 31 of each

year, each member bank shall compile
the reports filed under section
215.23(a) aboye, and shall forward a
compilation of such reports to the
Comptroller of the Currency, in the
case of a national bank, or the appro-
priate Federal Reserve Bank, in the
case of a State member bank. The re-
ports required by section 215.23(a)
above, shall be retained at the member
bank for a period of five years. The
appropriate Federal banking agency
may require these reports to be re-
tained by the bank'for an additional
period of tirne.

(b) Each member bank shall include
in the report required under section
215.9(b) of Subpart A the following in-
formation:

(1) A list by name of each person
who files a report under section
215.23(a) above; and

(2) the aggregate amount, or sum, of
all the~maximum amounts of indebted-
ness " reported under section
215.23(b)(1) above.

§ 215.25 Civil penalties.
As specified in subsection

106(b)(2)(F) of, the Bank Holding

tensions of credit that are fully described in
a report .by 'a person they control or a
person that controls them, provided they
identify their relationships with such other
person.

Company Act Amendments of 1970 (12
U.S.C. 1972(b)(2)(F)), any bank, or any
officer, director, employee, agent, or
other person participating ih the con-
duct of the affairs of the bank, that
violates any provision of this Subpart
shall forfeit and pay a civil penalty of
not more than $1,000 per day for each
day during which the violation contin-
ues.

By Order of the Board of Governors
of the Federal Reserve.System March
6, 1979.

FEDERAL DEPOSIT INSURANCE
CORPORATION

THEODORE E. ALLISON,
Secretary of the Board.

4. Section 304.4 is added to read as
follows:

PART 304-FORMS, INSTRUCTIONS, AND
REPORTS

§ 304.4 Report of loans to executive offi-
cers and principal stockholders of
record. ,

(a) On or before January 31 of each
year, each insured nonmember bank
shall file with the Corporation the
report required by section 7(kX1) of
the Federal Deposit Insurance Act (12
U.S.C. § 1817(k)(1)). The report shall
include the following Information with
respect to the preceding calendar year:

(1) A list by name of each executive
officer of the insured nonmember
bank and a list by name of each princi-
pal stockholder of record of the in-
sured nonmember bank;

(2) The aggregate amount of all ex-
tensions of credit made by the insured
nonmember bank to its executive offi-
cers and principal stockholders of
record and their related Interests' and

* (3) The information required to be
included under section 349.5(b) of the
Corporation's rules and regulations
(12 CFR § 349.5(b)).

(b) For the purposes of this subsec-
tion, "aggregate amount of all exten-
sions of credit" shall mean the sum of

'the highest amounts of indebtedness
owed to the insured nonmember bank
during the year by each executive offi-
cer or principal stockholder of record
and each of the reporting person's re-
lated interests, and the terms "execu-
tive officer," "extension of credit,"
"principal stockholder of record," and
"related interest" shall have the
meanings provided in Federal Reserve
Board Regulation 0 (12 CFR Part
215), except that the term "member
bank" in "Regulation 0 shall be
deemed to refer to an Insured non-
member bank for the purposes of this
subsection.

5. A new Part 349 ia added to read as
follows:
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PART 349-LOANS BY CORRESPONDENT
BANKS

Sec.
349.1 Authority, purpose and scope.
349.2 Definitions.
349.3 Prohibited transactions.
349.4 Reports by executive officers and

principal stockholders of record.
349.5 Reports by insured nonmember

banks.
349.6 Civil penalties.
AuTHoRn=. Title-VIII of the Financial In-

stitutions Regulatory and Interest Rate
Control Act of 1978, Pub. I. 95-630 Sees. 7
and 9 of the Federal Deposit Insurance Act
(12 U.S.C. 1817, 1819).

§ 349.1 Authority, purpose and scope.
(a) Authority. This Part 349 is issued

pursuant to Title VIII of the Financial
Institutions Regulatory and Interest
Rate Control Act of 1978 ("FIRA")
(P.L. 95-630) and under authority of
sections 7 and 9 of the Federal Deposit
Insurance Act (12 U.S.C. §§ 1817, 1819).
Title VIII amends section 106(b) of
the Bank Holding Company Act
Amendments of 1970 (12 U.S.C.
§ 1972).
(b) Purpose and scope. The purpose

of this Part 349 is to implement the
provisions of Title VIII of FIRA. It
prohibits (1) preferential lending by a
bank to executive officers, directors
and principal shareholders of another
bank when there is a correspondent
account relationship between the
banks, and (2) the opening of a corre-
spondent account relationship be-
tween banks when there is a preferen-
tial extension of credit by one of the
banks to an executive officer, director
or principal shareholder of the other
bank. This Part 349 also establishes
procedures to implement the reporting
and public discloiure requirements of
Title VIII of FIRA with respect to in-
sured nonmember banks and executive
officers and principal stockholders of
record of insured nonmember banks.

§ 349.2 Definitions.
For the purioses of this Part 349,

the following definitions apply:.
Ca) '"ank" has the meaning given in

12 U.S.C. § 1841(c). The term includes
a branch of a foreign bank, or a com-
mercial lending company that is con-
trolled by a foreign bank, or by a com-
pany that controls a foreign bank,
where the branch or agency is main-
tained in a State of the United States
or in the .District of Columbia or the
commercial lending company is orga-
nized under State law.' (12 U.S.C.
§ 3106(d)).
(b) "Company" means any person,

estate, trust, partnership, corporation,

"Under this definition, a foreign bank's
branch in a State would be a bank but,
unless the branch's deposits were insured by
the FDIC, the branch would not be an "In-
sured bank" and would not, therefore, be
subject to the reporting requirements of
sections 349.4 and 349.5.
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association, or similar organization.
The term does not include any corpo-
ration the majority of the shares of
which are owned by the United States
or by any State.2

(c) "Control of a company or a
bank," "executive officer," "extension
of credit," and "Inrmediate family"
shall have the meanings provided In
Subpart A of Federal Reserve Board
Regulation 0 (12 C.F.R. Part 215),
except that the term "member bank"
in Regulation 0 shall be deemed to
refer to an insured nonmember bank
for the purposes of this Part 349.

(d) "Correspondent account" Is an
account that is maintained by a bank
with another bank for the deposit or
placement of funds.

(e) "Depository bank" means a bank
that maintains a correspondent
account(s) for an Insured nonmember
bank in an amount aggregating more
than $100,000 at any time during the
reporting year.

Cf) "Person" means an individual or
a company.

(g) "Principal shareholder" means
any person that directly or indirectly,
or acting through or in concert with
one or more persons, owns, controls, or
has the power .to vote more than 10
percent of any class of voting securi-
ties of a bank or a company. The term
includes a person that controls a prin-
cipal shareholder (e.g., a person that
controls a bank holding company).
Shares owned or controlled by a
member of an individual's immediate
family are considered to be owned or
controlled by the individual

(h) "Principal stockholder of record"
means a person that directly or indi-
rectly owns, controls, or has the power
to vote more than 10 percent of any
class of voting securities of an Insured
bank. The term includes a person that
controls a principal stockholder of
record.

(i) "Related interest" means any
company controlled by a person and
any political or campaign committee,
the funds or services of which will
benefit a person or that Is controlled
by a person?3

§ 349.3 Prohibited transactions.
(a)(l) No bank that maintains a cor-

respondent account for another bank
shall make an extension of credit to an
executive officer, director, or principal
shareholder of such other bank unless
the extension of credit is not preferen-
tial.

. 'The definition of a company In this Part
349 differs from that contained n Subpart
A of Federal Reserve Board Regulation 0
(12 C.PI.R. Part 215). The definition In Sub-
part A of Regulation 0 excludes Insured
banks and.includes sole proprietorships.

3The definition of related Interest'in this
Part 349 differs from that In Subpart A of
Federal Reserve Board Regulation 0. The
definition in Subpart A of Regulation 0 ex-
cludes insured banks.
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(2) No bank shall open a correspon-
dent account at another bank that has
outstanding an extension of credit to
an executive officer, director, or prin-
cipal shareholder of the bank desiring
to open the account unless the exten-
sion of credit is not preferential.

(3) No bank that maintains a corre-
spondent account at -another bank
shall make an extension of credit to an
executive officer, director or principal
shareholder of such other bank unless
the extension of credit is not preferen-
tial.

(4) No bank that has outstanding an
extension of credit to an executive of-
ficer, director, or principal sharehold-
er of another bank shall open a corre-
spondent account at the other bank
unless the extension of credit is not
preferential.
(b) For the purposes of this section,

an extension of credit is not preferen-
tial if (1) it is made on substantially
the same terms, including interest
rates and collateral, as those prevail-
ing at the time for comparable trans
actions with other persons that are
not covered by this Part 349 and that
are not employed by the bank, and (2)
does not involve more than the normal
risk of repayment or present other un-
favorable features.

§349.4 Reports by executive officers and
principal stockholders of record.

(a) If during any calendar year an
executive officer or principal stock-
holder of record of an insured non-
member bank had outstanding an ex-
tension of credit from a depository
bank(s) of the insured nonmember
bank, the executive officer or stock-
holder shall, on or before January 10
of the following year, make a written
report to the board of directors of the
insured nonmember bank.'
(b) The report required by this sec-

tion shall include the following infor-
mation:
(1) The "maximum amount of in-

debtedness" of the executive officer or
principal stockholder of record and of
each of that person's related interests
to each depository bank;

(2) The amount of indebtedness of
the executive officer or principal
stockholder of record and of each of
that person's related interests to each
depository bank outstanding as of De-
cember 31 of the calendar year for
which the report is made;

(3) The range of interest rates
charged on the indebtedness reported
in paragraphs (b)(1) and (b)(2) of this
section; and

(4) A general description of the
terms and conditions of the indebted-

4Persons reporting under this section are
not required to include Information on ex-
tensions of credit that are fully described in
a report by a person they control or a
person that controls them. provided they
Identify their relationships with such other
person.
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ness reported in paragraphs (b)(l) and
(b)(2) of this section.

(c) For the purposes of this part,
"maximum amount of indebtedness"
shall mean the .highest amount owed
during the calendar year for -which
the report is made.

(d) The report required by this sec-
tion must be filed by a person who was
an executive officer or a principal
stockholder of record of, an insured
nonmember bank at any time during
the reportinj year and who received
an extension of credit during that year
from a depository bank of the insured
nonmember bank.

§349.5 Reports by insured nonmember
banks.

(a) On or before January 31 of each
year, each insured nonmember bank
shall compile the reports filed under
section 349A(a) above and shall for-
ward a compilation of such reports to
the- FDIC. The reiorts required by
,section 349.4(a) above shall be re-
tained at the insured nonmember
bank for a period of five years. The
FDIC may require these reports to be
retained by the bank for an additional
period of time.

(b) Each insured nonmember bank
shall include in the report required,
under section 7(k)(1) of the Federal
Deposit Insurance Act (12 U.S.C.
§ 1817(k)(1)) and section 304.4 of the
FDIC rules and regulations (12 CFR
§ 304.4) the following information:

(1) A list by name of each person
who files a report under section
349.4(a) above; and

(2) The aggregate amount, or sum,
of all the maximum amounts of in-
debtedness reported under section
349.4(b)(1) above.

§ 349.6 Civil penalties.
As specified in subsection

106(b)(2)(F) of the Bank Holding
Company Act Amendments of 1970 (12
U.S.C. 1972(b)(2)(F)), any bank, or any
officer, director, employee, agent, or
other person participating in the con-
duct of the affairs of the bank, that
violates any provision of this Part
shall forfeit and pay a civil' penalty of
not-more than $1,000 per day for each
day during which the violation contin-
ues.

By order of the Board of Directors,
dated March 6, 1979.

FEDERAL DEPOSIT INSURANCE
CORPORATION"

HOYLE L. ROBINSON,
Acting Executive Secretary.

CFR Doc. 79-7309 Filed 3-8-79; 8:45 am]

[6355-01-M] 

CONSUMER PRODUCT SAFETY
COMMISSION

[16 CFR Part 1208]

MINIATURE CHRISTMAS TREE LIGHTS

Extension of Time to Publish Final Standard

AGENCY: Consumer Product Safety
Commission.
ACTION: Extension of time.

SUMMARY: The Commission extends
the time in which it must publish a
final safety standard or withdraw its
proposed standard for miniature
Christmas tree lights until March 15,
1981. The rule was proposed to address
the risks of fire and electric shock as-
sociated with these products. The
reason for the extension is to allow
the Commission time to monitor in-
dustry's upgrading of, and conform-
ance with new voluntary 'standards,
before making any decision whether to
issue a final mandatory standard.
FOR FURTHER INFORMATION
CONTACT: -

Carl W. Blechschmidt Office of Pro-
gram Management, Consumer Prod-
uct Safety Commission, Washington,
D.C. 20207, (301) 492-6557.

SUPPLEMENTARY INFORMATION:
For more than five years, the Commis-
sion has been investigating the need
for a mandatory standard to address
risks of injury from shock and fire
hazards associated with miniature
Christmas tree lights. (See 41 FR
17154, March 31, 1979; 43 PR 19136,
May 3,1978.)

In the course of these investigations,
the Commission tried to encourage im-
provements in the voluntary standards
affecting these lights,-but without suf-
ficient success. As aresult, CPSC pro-
posed a mandatory standard in May
1978 (43 FR 19136, May 3, 1978.)

In response to the Commission's
work, Underwriters Laboratories (UL)"
has revised its existing standard to in-
clude virtuallyall of the requirements
in the Commission's proposed stand-
ard. Also, since the proposed standard
was published, the government of
Taiwan, a major'exporter of miniature
Christmas tree lights, has confirmed
its intent to require all such lights to
be UL approved. ,Most miniature
Christmas tree light sets are imported
into the United States. Approximately
60 percent of the miniature Christmas
tree light sets imported into the
United States last season were certi-
fied as meeting the UL standard. The
Commission believes that this develop-
ment js especially encouraging and
hopes that it will continue in the
future.

In addition, the National Ornament
and Electric Lights Christmas Associ-

ation (NOEL), a trade association of
many importers and manufacturers of
miniature Christmas tree lights, has
indicated It will amend the NOEL
standard to include the provisions of
the standard recommended to the
Commission by the National Consum-
ers League, the offeror in the Commis.
sion's standard development proceed.
ing. NOEL also stated that the associ-
ation would undertake a survey of its
membership to determine the extent
of the adoption of the upgraded NOEL
standard and advise the Commission
of the results.

EXTENSION OF TIME TO PUBLISU A
FINAL STANDARD

As a result of these developments,
the Commission believes that a man
datory standardmay not be necessary
at this time In order to protect con-
sumers from the risk of injury from
fire and shock associated with minia-
ture Christmas tree lights and similar
miniature decorative lights.

In the May 1978 FEDERAL REGISTER
notice proposing the standard, the
Commission.extended, until March 15,
1979, the period of time by which It
must either publish a final standard or
withdraw the notice of proceeding,
However, as a result of the-develop-
ments discissed above, the Commis-
sion believes that an additional period
of time should be provided to allow
the Commission to monitor industry's
upgrading and conformance with vol.
untary standards, before making any
decision that a mandatory standard is
not necessary to protect, the public.
The Commission believes that a two
year extension; until March 15, 1981,
will provide sufficient time to monitor
industry's upgrading and conformance
with voluntary standards, over two
production seasons, and will allow the
Commission sufficient time to decide
whether to issue a mandatory stand-
ard. During the two year period, the
Commission staff will provide the
Commission with periodic reports that
assess industry's progress. The Com-
mission expects continued satisfactory
progress in upgrading voluntary stand-
ards. If satisfactory progress in up-
grading voluntary standards does not
continue, or if the Commission ob-
serves that Industry members are .fail-
ing to conform with the voluntary
standards, then at any time in the'
next two years the Commission may
decide that a mandatory standard is
necessary and prepare to issue a final
standard.

CONCLUSION

Accordingly, pursuant to I rovisions
of the Consumer Product Safety Act
(Section 9(a)(1), Pub. L. 92-573, 86
Stat. 1215, 15 U.S.C. 2058(a)(1)), the
Commission extends, from March 15,
1979 until March 15, 1981, the date on
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which it must either publish a con-
sumer product safety rule addressing
the risk of injury from fire and shock
associated with miniature Christmas
tree lights or withdraw by rule the ap-
plicable notice of proceeding. This
period may be further extended for
good cause shown.

Dated: MARcH 6, 1979.

SAnYE E. DuNN,
Secretary, Consumer

Product Safety Commission.
[FR Doc. 79-7152 Filed 3-8-79; 8:45 am]

[4110-03-M]
DEPARTMENT OF HEALTH,

EDUCATION,.AND WELFARE

Food and Drug Administration

[21 CFR Part 333]

[Docket No. 75N-0183]

TOPICAL ANTIMICROBIAL PRODUCTS FOR
OVER-THE-COUNTER HUMAN USE

Reopening of the Administrative Record

AGENCY Food and Drug Administra-
tion.
ACTION: Reopening of record on pro-
posed rule.
SUMMARY,: The Food and Drug Ad-
ministration (FDA) is reopening the
administrative record of the proposed
monograph establishing conditions for
the safety, effectiveness, and labeling
of over-the-counter (OTC) topical an-
timicrobial drug products for human
use, e.g., antibacterial soaps, surgical
scrubs, skin cleanser, and first-aid
preparations. By this action, the
agency is granting 6 petitions that re-
quested reopening this record and is
deferring action.on 11 requests for an
oral hearing.
DATES: New or additional data, infor-
mation, and comments by June 7,
1979. Reply comments by July 9, 1979.
ADDRESS: Written data, information,
comments, and reply comments to the
Hearing Clerk (HFA-305), Food and'
Drug Administration, Rm 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT'

William E. Gilbertson, Bureau of
Drugs (HFD-510), Food and Drug
Administration, Department of
Health, Education,, and Welfare,
5600 Fishers Lane, Rockville, MD
20857, 301-443-4960.

SUPPLEMENTARY INFORMATION:
In the FEDERAL REGISTER of September
13, 1974 (39 FR 33103), FDA issued a
proposal, under the OTC drug review
procedures in § 330.10 (21 CFR
§ 330.10), to establish a monograph for
OTC topical antimicrobial drug prod-
ucts for repeated daily human use, to-

gether with the report of the Advisory
Review Panel on OTC Topical Antimi-
crobial (I) Drug Products. Interested
persons were invited to submit com-
ments on the proposal within 60
days-on or before November 12, 1974.
Reply comments in response to com-
ments filed during the initial 60-day
period were allowed until December
12, 1974. In response to numerous re-
quests, the agency published a notice
in the FEDERAL REGISTER of October
17, 1974 (39 FR 37066) granting an ex-
tension of the deadlines for comments
until December 12, 1974 and for reply
comments until January 13, 1975.

In response to the proposal of Sep-
tember 13, 1974, 86 comments and
reply comments were received, several
of which contained extensive addition.
al data. After an extensive and time-
consuming review of the Panel's
report, the proposed monograph, and
all comments and reply comments,
FDA issued In the FEDRAL REGISTER
of January 6, 1978 (43 FR 1210) a ten-
tative final monograph on OTC topi-
cal antinilcrobial products.

Interested persons were invited to
submit objections or requests for an
oral hearing on or before February 6,
1978. In response to numerous re-
quests to extend the time period for
submitting objections or requests for
oral hearing, the agency Issued a
notice in the FEDERAL REGISTER of Feb-
ruary 3, 1978 (43 FR 4637) granting an
extension of the deadline to March 6,
1978.

During the period permitted for sub-
mitting objections- or requests for an
oral hearing, FDA received the follow-
Ing six petitions to reopen the admin-
istrative record. The Proctor &
Gamble Co., Cincinnati, OH 45217 (CP
0002) submitted new data on the
safety and effectiveness of triclocar-
ban as an active antimicrobial ingredi-
ent. Ciba-Geigy Corp., Ardsley, NY
10502 (CP 0001) submitted new data
bearing on the proliferation of use of
triclosan. This problem was first dis-
cussed in the tentative final order; It
was never considered by the Panel.
The Soap and Detergent Association,
New York, NY 10016 (SUP 00015) sub-
mitted new data on the safety of anti-
microbial soaps in infants. Significant
amounts of new and previously uncon-
sidered data were submitted with each
of the above petitions. The Colgate-
Palmolive Co., New York, NY 10022
(LET 0003) petitioned the agency to
evaluate previously submitted data on
the safety and effectiveness of a com-
bination deodorant bar soap contain-
ing triclosan and triclocarban. These
data were not addressed in the Janu-
ary 6, 1978 tentative final order. A pe-
tition was also submitted by the
Upjohn Co., Kalamazoo, MI 49001
(HER 0001) to consider previously sub-
mitted data (OTC Volume 020093) on

the safety and effectiveness of sec-
ondary amnyltricresols and ortho-
hydroxyhpenylmercuric chlo-
ride as active antimicrobial ingredi-
ents. No new data were submitted with
this petition. Xttrium Laboratories,
Chicago, IL 60609 (CP 0003) requested
the agency to consider data on chlor-
hexidine gluconate, a new ingredient
not previously reviewed or included in
the tentative final order. Copies of all
of these petitions are on file in the
office of the Hearing Clerk, FDA.

Eleven requests for a hearing and
many comments containing new data
have also been received in response to
the tentative final order. Much new
data have been generated over the 4-
year period since the original Panel
report was published. These new data
may materially affect and alter some
of the agency's decisions presented in
the January 6, 1978 tentative final
order. In addition, some of the data
upon which the original Panel report
was based have been called into ques-
tion as a result of the agency's current
investigation of certain testing labora-
tories.

Thus, FDA has determined that it is
In the public interest to defer action
on the requests for a hearing, and to
grant the six petitions to reopen the
administrative record to allow interest-
ed persons to submit comments, reply
comments, and any new or additional
data. FDA will publish an updated ten-
tative final order and mongraph based
on the review and evaluation of these
submissions, and on a reevaluation of
existing data. Persons who requested a
hearing or submitted a petition will be
notified by letter that FDA has re-
opened the administrative record.
Data, information, and comments sub-
mitted in response to the September
13, 1974 or January 6, 1978 publica-
tions need n6t be resubmitted.

Interested persons are invited to
submit their comments in writing
(preferably four copies Identified with
the Hearing Clerk document number
,found in brackets In the heading of
this document) on or before June 7,
1979. Such comments should be ad-
dressed to the office of the Hearing
Clerk (HPA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville; MD 20857, and may
be accompanied by a supporting
memorandum or brief. Additional
comments replying to any comment so
filed may also- be submitted on or
before July 9, 1979. Received com-
ments may be seen in the above office
during working hours, Monday
through Friday.
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Dated: February 26, 1979.
WILIAmI F. RANDOLPH,

Acting Associate Commissioner
for RegulatoryAffairs.

[FR Doc. 79-6764 Filed 3-8-79; 8:45 am]

[4310-02-M]

DEPARTMENT OF INTERIOR

Buroau of Indian Affairs

[25 CFR Part 273]

EDUCATION CONTRACTS UNDER JOHNSON-
O'MALLEY ACT

Distribution Formula

AGENCY: Bureau of Indian Affairs,
Department of the Interior.
ACTION: Proposed Rule.
SUMMARY: Notice is hereby given
that it is proposed to revise 25 CFR
273.31, distribution formula. Pub.. L.
95-561 Section 1102(a) requires the
Secretary of Interior to develop and
publish alternative methods for the
equitable distribution of supplemental
program funds. The intended effect of
the action is to, determine a formula
for the purpose--of distribution of
funds appropriated.
DATES: Comments must be received
on or before May 7, 1979.
ADDRESS: Send comments to U.S.
Department of the Interior, Office of
the Assistant Secretary for Indiax Af-
fairs: Attention: Deputy Assistant Sec-
retary Lavis, 18th & C Streets NW.,
Room 6352, Washington, D.C. 20240.
FOR FURTHER- INFORMATION
CONTACT:

Jon C. Wade, Division 6f Education-
al Assistance, Office of Indian Edu-
cation Programs, Post 'Office Box
1788, Albuquerque, New Mexico
87103, Area Code 505-766-2427. -

SUPPLEMENTARY INFORMATION:
This notice is published in exercise of
authority delegated by the Secretary
of Interior to the Assistant Secre-
tary-Indian Affairs by 230 DM 2.

It is the policy of the Department of
Interior, wlbenever practicable, -to
afford the public an opportunity to
participate in'the rulemaking process.
Accordingly, interested persons may
submit written comments, suggestions
or objections regarding the proposed
rule to the U.S. Department of the In-
terior, Office of the Assistant Secre-
tary for Indian Affairs: Attention:
Deputy Assistant Secretary Lavis, 18th
& C Streets NW., Washington, D.C.
20240.

The current distribution formula is
not a part of regulation. It is required
by law that it be incorporated into reg-
ulation. Pub. L. 95-561, Sec. 1102(a)
directs the Secretary to develop alter-

native methods for the equitable dis-
tribution of any supplemental pro-
gram funds provided and to publish
them in the FEDERAL REGISTER by
March 1, 1979 for the purpose to allow
for eligible tribes to comment by May
1, 1979. During this time, the Secre-
tary of Interior will conduct field
hearings for the purpose of collecting
further comments. Approximately two
days of field hearings will be sched-
uled during the period of March 26,
1979 through April 15, 1979 in Anchor-
age, Alaska; Minneapolis, Minnesota;
Ft. Hall, Idaho; Albuquerque, New
Mexico; Sulphur, Oklahoma; Nash-
ville, Tennessee; and San Diego, Cali-
fornia.

After May 7, 1979, the Secretary will
revise, in accordance with all com-
ments, such formula alternatives and
submit them to a vote of the tribes..

Pub. L. 95-561, Section 1102(b) re-
quires that the formula which receives
51 percent of tl]e above vote will be
published as a final rule in the FEDER-
AL RGIsTER by July 1, 1979. This vote
will be taken during the period of May
7, 1979 to June 7, 1979 and will be cer-
tified by the Secretary. It must be also
understood that each tribe, as defined
in 25 CFR, Part 273.2(g) will have one
(1) vote each.

Section 273.31, Distribution formula,
provides for the apportionment among
contractors within each State so that
each contractor will receive approxi-
mately the same amount for each eli-
gible Indian student to be served
under the contract. The formula re-
ceiving a majority of votes will be
made a part of § 273.31 and will be
used for computing the distribution.

The following distribution formulas
have been developed and ire pub-
lished for the purpose to allow eligible
tribes to comment by May 1, 1979:

(1) Option "A": Based on the
number of eligible Indian students for
whom funds are sought, multiplied by
a national average per-pupil expendi-
ture and a weighting factor which is
intended to take into account the dif-
ferences, in education costs among the
States. The weighting factor is the
quotient obtained by dividing every
State's cost of delivering educational
services by the lowest State's cost;
except .that, for every State whose cost
is below the national average, the na-
tioAal average will be used as that
State's cost. (This method is the cur-
rent distribution formula).

(2) Option "B": the weighting factor
for this option is the quotient ob-
tained by dividing every State's cost of
delivering educational services by the
lowest State's cost; except that, in con-
sidering a State's cost of delivering
educational services, no State will be
considered at a level less than 80 per-
cent and more than 120 percent of the
national average.

(3) Option "C": Each eligible student
will receive 25 percent of their State's
or the national average per-pupil cost,
whichever Is greater.

(4) Option "D": Every eligible stu-
dent will receive the same amount.

(5) Option "E": Seventy-five percent
(75 percent) of the appropriated funds
will be distributed equally, with each
eligible student receiving a per capita
share. Twenty-five percent (25 per-
cent) of the appropriated funds will be
distributed in accordance with Option

(6) Option "F": Seventy-five percent
(75 percent) of the appropriated funds
will be distributed equally, with each
eligible student receiving a per capita
share. Twenty-five percent (25 per-
cent) of the appropriated funds will be
distributed in accordance with Option
"B" above.

Tribes may recommend and com-
ment on their own proposed formula
as well.

The Department of Interior has de-
termined that this document is not a
significant rule and does not require a
regulatory analysis -under Executive
Order 12044 and 43 CFR Part 14.

I have determined that these pro-
posed regulations are not a major Fed-
eral action within the scope of the Na-
tional Environmental Policy Act of
1969, 42 U.S.C. 4223(2)(c).

The primary authors of this docu-
ment are Bill Riefenberry, Task Force
Member, Bureau of Indian Affairs,
Western Washington Agency, tele-
phone number. (FTS) 8-392-9320,
Commercial (206) 258-2651 and Steer-
ing Committee Members Maxine
Edmo, Bureau of Indian Affairs, Fort
Hall, Idaho, telephone number (208)
237-0405, and Benny Atenclo, Santo
Domingo Pueblo, Santo Domingo
Pueblo, New Mexico, telephone
number (505) 465-2240.

It is proposed to amend Part 273,
§ 273.31, Subchapter Y of Chapter 1 of
Title 25 of the Code of Federal Regu-
lations to read as follows:

§ 273.31 Distribution formula.
(a) Reserved for formula.
(b) The Commissioner may make ex-

ceptions to the provisions of Para-
graph (a) of this section based upon
the special cultural, linguistic, social
or educational needs of the communi-
ties involved.

Dated: March 2, 1979.
FORREST J. GERARD,

Assistant Secretary,
I Indian Affairs.

[FR Doe. 79-7237; Filed 3-8-79; 8:45 tun]
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[4830-01-M]

DEPARTMENT OF THE TREASURY
Internal Revenue Service

[26 CFR Part 26]

-H El-2-771

EFFECTIVE DATES OF GENERATION-SKIPPING
TRANSFER TAX

Public Hearing on Proposed Regulations

AGENCY: Internal Revenue Service,
Treasury.

ACTION: Public hearing on proposed
regulations.
SUMMARY: This document provides
notice of a public hearing on proposed
regulations relating to the application
of the effective date provisions of a
new tax on generation-skipping trans-
fers which was added by the Tax
Reform Act of 1976.
DATES: The public hearing will be
held on April 10, 1979, beginning at
10:00 a.m. Outlines of oral comments
must be delivered or mailed by March
27, 1979.-
ADDRESS: The public hearing will be
held in the IRS Auditorium, Seventh
Floor, 7400 Corridor, Internal Reve-
nue Building, 1111 Constitution
Avenue, NW., Washington, D.C. The
outlines should be submitted to the
Commissioner of Internal Revenue,
Attn: CC:LR:T (LM-2-771, Washing-
ton, D.C. 20224.
FOR URTHER INFORMATION
CONTACT,

George Bradley or Charles Hayden
of the Legislation and Regulations
Division, Office of Chief Counsel, In-
ternal Revenue Service, 1111 Consti-
tution Avenue, NW., Washington,
D.C. 20224, 202-566-3935, not a toll-
free call.

SUPPLEMENTARY INFORMATION:
The subject of the public hearing is
proposed regulations under section
2601 of the Internal Revenue Code of
1954. The proposed regulations ap-
peared in the FEDERAL REGISTER for
Friday, December *22, 1978, at page
59849 (43 FR 59849).

The rules of § 601.601(a)(3) of the
"Statement .of Procedural Rules" (26
CFR Part 601) shall apply with re-
spect to the public hearing. Persons
who have submitted written comments
within the time prescribed in the
notice of proposed rulemaking and
also desire to present oral comments
at the hearing on the proposed regula-
tions should submit an outline of the
comments to be presented at the hear-
ing and the time they wish to devote
to each subject by March 27, 1979.
'Each speaker will be limited to 10 min-
utes for an oral presentation exclusive
of time consumed by questions from

PROPOSED RULES

the panel for the Government and an-
swers to these questions.

Because of controlled access restric-
tions, attendees cannot be admitted
beyond the lobby of the Internal Rev-
enue Building until 9:45 am.

An agenda showing the scheduling
of the speakers will be made after out-
lines are received from the speakers.
Copies of the agenda will be available
free of charge at the hearing.

This document does not meet the
criteria for significant regulations set
forth In paragraph 8 of the Treasury
Directive appearing in the PDmEAL
REGISTER for Wednesday, November 8,
1978.

By direction of the Commissioner of
Internal Revenue:

DAvID E. Dcr son,
Assistant Director, Legislation

and Regulations Division.
[FR Doc. 79-7139 Filed 3-8-7'9; 8:45 am]

[6560-01-M]
ENVIRONMENTAL PROTECTION

AGENCY

[40 CFR Part 56]

[FRL 1018-51

REGIONAL CONSISTENCY

AGENCY: Environmental Protection
Agency.

ACTION: Proposed rulemaking.
SUMMARY: This notice proposes reg-
ulations to provide for consistent Im-
plementation of the Clean Air Act by
the various EPA Regional Offices.
EPA is required to promulgate regula-
tions for this purpose under Section
301(al(2) of the Clean Air Act. The In-
tended effect of this action is to pro-
vide a system for assuring fair and
consistent application of rules, regula-
tions, and policy throughout the coun-
try by assuring that the actions of
each of the individual EPA Regional
Offices are consistent with one an-
other and national policy.
'DATES: Comments must be received
on or before May 8, 1979.

EPA will hold a public hearing on
this proposal in about a month and a
half In Washington, D.C. EPA will
publish notice of that hearing shortly
in the FEDERA REGISTE .
ADDRESSES: Persons may submit
written comments on this proposal to:
Mr. Darryl D. Tyler, Chief, Standards
Implementation Branch (MND-15),
Office of Air Quality Planning and
Standards, U.S. Environmental Protec-
tion Agency, Research Triangle Park.
N.C. 27711. EPA will consider all com-
ments received on or before May 8,
1979. All comments will be placed in
the public docket upon receipt, and

13043

will be available for inspection during
normal business hours at: EPA's Con-
trol Docket Section. Room 2903B, Wa-
terside Mall, 401 M Street SW, Wash-
ington, D.C. 20460.

FOR FURTHER INFORMATION
CONTAC".

Mr. Joseph Sableski, Chief, Plans
Guidelines Section, Control Pro-
grams Development Division (MD-
15), U.S. Environmental Protection
Agency, Research Triangle Park,
N.C. 27711 (919-541-5437).

SUPPLEMENTARY INFORMATION:

AvAunnakBrx oF RELATED INroEm&ToN
Docket No. OAQPS 79-11 containing

all supporting information used by
EPA In developing the proposed stand-
ards, is available for public inspection
and copying between 8 a m. and 4 p.m.,
Monday through Friday, at EPA's
Central Docket Section. The docket is
an organized and complete file of all
the information submitted to or other-
wise considered by EPA in the devel-
opment of this proposed rulemaking.
The docketing system is intended to
allow members of the public and in-
dustries involved to readily identify
and locate documents so that they can
intelligently and effectively partici-
pate in the rulemaking process. Along
with the statement of basis and pur-
pose of the promulgated rule and EPA
responses to significant comments, the
contents of the docket will serve as the
record in case If judicial review (Sec-
tion 307(d)(a)).

BACKGRoUND

Under Section 301(a)(2) of the Clean
Air Act, enacted on August 7, 1977,
EPA is required to promulgate regula-
tions concerning consistency among
EPA Regional Offices 'and States in
Implementing and enforcing the Act.
Section 301(a)(2) reads as follows:

(2) Not later than one year after the
date of enactment of this paragraph,
the Administrator shall promulgate
regulations establishing general appli-
cable procedures and policies for re-
gional officers and employees (includ-
ing the Regional Administrator) to
follow In carrying out a delegation
under paragraph (1), if any. Such reg-
ulations shall be designed-

(A) to assure fairness and uniformity
in the criteria, procedures, and policies.
applied by the various regions in im-
plementing and enforcing the Act;

(B) to assure at least an adequate
quality audit of each State's perform-
ance and adherence to the require-
ments of this Act in implementing and
enforcing the Act, particularly in the
review of new sources and in enforce-
ment of the Act; and

(C) to provide a mechanism for iden-
tifying and standardizing inconsistent
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or varying criteria, procedures, and
policies being employed by such offi-
cers and employees in Implementing
and enforcing the Act.
, On February 6, 1978, EPA published

an advance notice of intent to promul-
gate regulations under this provision
of the Act. EPA solicited written com-
ments and invited all interested per-
sons to participate in public work-
shops that were held to discuss the de-
velopment of the regulation. EPA held
workshops in Denver, Colo., on Febru-
ary 17, 1978; in Atlanta, Ga., on March
17, 1978; in Dallas, Tex.; on April 13
and 14, 1978; and in Boston, Mass., on
May 18 and 19, 1978. The workshops
were well attended by representatives
from industry, State and local govern-
ments, and public interest groups. The
regulation proposed below was devel--
oped largely from the suggestions de-
veloped at these public workshops.

DEscRiPTixON OF PROPOSAL

The regulation proposed below
would appear as a new Part 56 of Title
40, Chapter I, Subchapter C, which
concerns air programs. The regula-
tion's main features are as follows:

1. A provision requiring EPA to in-
clude in rules, regulations and pro-
gram directives a mechanism for as-
suring consistency of application
among the Regional Offices. This pro-
vision would apply to rules, regula-
tions, and program directives that
EPA issued. after August 6, 1977.

2. A provision requiring the Regional
Offices to follow those mechanisms.

3. A provision requiring the Regional
Offices to obtain Headquarters con-
currence on significant interpretations
of the Act or rules, regulations, or pro-
gram directives.

4. Revised procedures for timely and
more comprehensive distribution of
policy and guidance.

5. Provisions for annual audits of the
performance of EPA Regional Offices
and State and local agencies in imple-
menting and enforcing the Act.

Regarding the first, two features, the
regulation proposed below defines a
mechanism as "an administrative pro-
cedure, guideline, manual, or written
statenent." A mechanism would be in-
cluded and explained in the preamble
to a regulation or in the body of a
guideline or program directive.

EPA's regulations for prevention of
significant deterioration, which EPA
published in the FEDERAL REGISTER on
June 19, 1978 (43 FR 26388), provide
an example of a mechanism for assur-
ing consistency of application. The
regulation requires major stationary
sources to apply best available control
technology (BACT) as a condition for
receiving a permit to construct. The
determination of what constitutes
BACT, however, will be made on a
case-by-case basis by the reviewing au-
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thority, taking into account several
factors, including cost, energy con-
sumption, and technical feasibility.
One mechanism for assuring regional
consistency in applying the provisions
to the PSD regulations is the estab-
lishment of a system to assist States
and EPA Regional Offices in making
determinations of BACT. For instance,
EPA will distribute a guidance docu-
ment to assist reviewing authorities in
implementing the BACT requirement.
In addition, EPA will establish a na-
tional clearinghouse for distributing
BACT' determinations. The clearing-
house will advise reviewing authorities
of each other's determinations and
thereby promote a consistent basis of
experience.

Similarly, EPA expects to establish a
clearinghouse for determinations of
what constitutes "lowest achievable
emission rates" (LAER). The require-
ments under Part D of Title I of the
Clean Air Act that apply to nonattain-
ment areas require all new major'sta-
tionary sources to apply LAER- as a
condition for receiving a permit to
construct. LAER determinations will
also be made on a case-by-case basis.

For written program directives
issued by EPA Headquarters, a mecha-
nism for assuring Regional Office con-
sistency in following the program di-
rective would be generally a statement
in the directive that adherence to the
directive would be a topic of the
annual Regional Office or State and
local agency audit. If the audit un-
covers instances - of noncompliance'
with the directive, the auditing team
would then recommend that the Re-
gional Office -follow the directive.
Under the proposed regulation, the
Regional Offices would have to imple-
ment all of the recommendations of
the audit team.

Mechanisms for assuring Regional
Consistency would be developed where
their inclusion in rules, regulations,
and program directives is deemed rea-
sonable and appropriate by the re-
sponsible EPA headquarters official.

ISSUES RAISED DURING DEvELOrPMNT OF
PRoPosAL

A number of issues were raised by
persons who attended the four public
workshops and who sent written com-.
ments on the concepts outlined in the
advance notice of propoged rulemak-
ing. -The following summarizes the
major issues raised and discusses the
manner in which EPA has addressed
them in this proposed regulation.

1. Issue" EPA's organization at-both
Regional and Headquarters levels
splits responsibility for various parts
of the air program and other programs
among several offices, making commu-
nication, information dissemination,
and oversight activity more difficult.

Response: The Agency has estab-
lished-a task force to review both Re-
gional and Headquarters organization
and feels this approach Is more appro-
priate than attempting to address this
issue In the regulation. The proposed
regulation, however, does provide a
means for improved communication
and coordination within the existing
organizational structure and the tech-
nique would be applicable to any alter-
native organization that might eventu-
ally be adopted.

2. Issue: Several participants ex-
pressed concern about the general
level of knowledge, training, and re-
sources in Federal, State, and local air
pollution control programs and point-
ed out a number of cases when Inad-
equate staff led to inconsistent deci-
slori making.

Response: EPA recognizes Its respon-
sibility to provide adequate funds for
air pollution control efforts and train-
ing of air pollution control staff, The
proposed regulation requires responsi-
ble Headquarters officials to carry out
a guidance program at the initiation of
any new major program under the
Clean Air Act. Also, the regulation
provides for distribution of a monthly
compilation of interpretations of
policy made by Regional Offices with
headquarters concurrence. -This
monthly compilation will keep each of
the Regions abreast of the most recent
national policy and regional applica-
tions.

3. Issue: Many commenters recom-
mended that persons who are not EPA
employees be made an integral part of
policy development, Regional Office
and State audits, and advisory commit-
tees.

Response:" EPA feels that its existing
public participation process provides
an adequate opportunity for involve-
ment in policy and regulatory develop-
ment.

EPA is not proposing to include per-
sons who are not EPA employees on
the audit teams that would be estab-
lished by this regulation because It
feels that the legislation places this re-
sponsibility upon the Agency. The reg-
ulation does provide opportunity for
public knowledge of the audit process
and results. First, the regulation re-
quires publication and opportunity for
public comment on the criteria to be
used in audits. Second, this regulation
would require the audit results to be
available to the public, and that public
notice be given of such availability.

4. Issue:"A number of workshop par-
ticlpants urged that this regulation
specifically address areas where flexi-
bility should be provided and suggest-
ed this regulation include criteria by
which such flexibility be provided.
Conversely, other participants recom-,
mended that the regulations substan-
tially reduce the number of activities
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where individual Regional Office dis-
cretion is allowed.

Response: EPA interprets § 301(a)(2)
of the Act as a mandate to assure
greater-consistency among the Region-
al Offices in implementing the Act,
certainly not as a license to institu-
tionalize the kind of inconsistencies
that prompted Congress to enact this
provision. Furthermore, the Act does
not specifically refer to criteria for
providing flexibility. The regulations
proposed below incorporate features
that EPA believes will ensure consist-
ency in implementation of the Act.

5. Issue: There were a number of
comments that EPA should consider
allowing flexibility in its actions to
provide consideration of economic fac-
tors.

Response: EPA feels its authority to
consider economics is clearly ad-
dressed in the Clean Air Act as amend-
ed. EPA considers cost in setting new
source performance standards under
Section 111 of the Act and in provid-
ing guidance for implementing a -plan
for designated pollutants and facilities
under Section 111(d) of the Act. EPA
also considers cost in reviewing deter-
minations of best and reasonably
available control technologies. Fur-
thermore, EPA considers the economic
impact of State implementation plans
that it must promulgate. EPA may not
consider economics, however, in estab-
lishing national ambient air quality
standards under Section 109 of the
Act.

6. Issue: There was much discussion
as to the direction .this regulation
should take, Le., whether to specifical-
ly address identified -programmatic
areas of concern or to establish a proc-
ess within which EPA would address
consistency.

Response: EPA feels that changing
information and technology would
make any effort to write one all-en-
compassing regulation too unwieldy.
The proposed regulation would estab-
lish a process whereby program offi-
cials would identify the need for con-
sistency and meagures to assure con-
sistency.

7. Issue: Several individuals gave ex-
amples of non-uniformity that results
from overlapping jurisdictional bound-
aries. A single air quality control
region may have different control re-
quirements imposed by two adjacent
local governments, States, or EPA Re-
gional Offices.
" Response: The proposed regulation
would require the audits of Regional
Offices and State agencies to address
the consistency of air pollution control
regulation between adjacent States or
local and regional governmental juris-
dictions: It should be noted that the
Clean Air Act provides States with the
authority to develop their own control
strategies to attain and maintain
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standards. Section 126 of the Act, as
amended, provicdes a mechanism for
resolving conflicts concerning inter-
state pollution.

8. Issue: A number of individuals
asked that the regulations provide an
opportunity for non-judicial review of
Regional Office decisions that. appear
inconsistent and suggested establish-
ment of an appeals board that In-
cludes persons who are not EPA em-
ployees to accomplish this purpose.

Response: EPA feels that establish-
ment of an appeals board would create
another level of bureaucracy and
would be less efficient than the pro-
posed scheme in minimizing Inconsist
encies among the Regional Offices.

9. Issue: Several persons suggested
that EPA expand its public participa-
tion efforts to Include policy making
as well as the formal regulatory devel-
opment process.

Response: EPA is currently review-
ing its total public participation pro-
gram

10. Issue: Many commenters Indicat-
ed serious concern over the lack of
timely dissemination of Agency policy
and precedent-establishing decisions.

Response: The proposed regulation
addresses this problem by providing
for the publication of a compilation of
air program policy and guidance direc-
tive, an index to the compilation, a
monthly summary of interpretations
and determinations, availability of vid-
eotapes of EPA policy seminars, and
EPA workshops on new regulations
and policies.

11. Issue: Several attendees indicated
that a basic reason for inconsistencies
was that the Act allowed States to es-
tablish standards more stringent than
the national ambient air quality stand-
ards.

Response: Though this may be a po-
tential problem, the Act does allow
this State discretion, and this non-uni-
formity is a conscious decision on the
part of the State and is therefore not
a problem created by inadequate pro-
gram Implementation.

12. Issue: A number of participants
commented on the need for a require-
ment for consistency in the data bases
used in determining the applicability
of various air programs.

Response: Through Its activities over
the past several years, EPA's Standing
Air Monitoring Work Group
(SAMWG) has addressed many issues
concerning air quality data. In 19717,
SAMWG published recommendations
for improving the quality of the data
and avoiding duplication of effort.
EPA has proposed regulations that in-
corporate those recommendations (43
FR 34892, published August 7, 1978).
Since these regulations will apply na-
tionally, they will provide for further
consistency in the air quality data
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bases used in implementing the Clean
Air Act.

13. Issue: The public advantage of
the opportunity afforded by the public
workshops to provide a n umber of spe-
cific examples of the lack of consisten-
cy in individual air programs, such as
approval and revision of SIPs, moni-
toring, and discrepancies between air
program and enforcement require --
ments.

Response: The regulations proposed
below require each air program com-
ponent to Identify within one year
after promulgation which program
elements that have been issued since
August 6, 1977, already have adequate
mechanisms for consistency and which
do not. For those that do not, the reg-
ulations would require establishment
of mechanisms within 18 months after
promulgation. Any new rule, regula-
tion, or program directive would have
to contain a section specifically deal-
ing with consistency of application.
Furthermore, public comment on con-
sistency mechanisms would be solicit-
ed for each regulation and certain pro-
gram directives.

14. Issue: Several participants com-
anented on the fact that the Act allows
the State to select the mix of control
strategies in the SIP and that this
may result in inconsistent control re-
quirements.

Response: Though nonuniformity
can result within the framework of
the Act, regulations generally apply
throughout an AQCR. In addition,
States can obtain uniformity, if de-
sired, in their selection of control
strategies. This topic-is discussed fur-
ther under Issue 7 above.

15. Issue: A number of questions
were raised concerning the scope and
criteria to be used in an audit of State
performance.

Response: The regulations address
the scope of such audits by limiting
the areas'to be reviewed to certain ac-
tivities which have the potential for
inconsistency. The regulations require
the development of audit manuals,
which would have to Identify the crite-
ria upon which the State agency will
be evaluated.

The criteria to be used to assure
unform review of State agency per-
formance is required to be developed
by the Agency with six months. EPA
will publish notice of availability of
the criteria in the FPmw.L REcxsTrm

EMRoN V, NmNAr, Ecoxosnc, AND
EumRGy ImpAC Assxssuxus

EPA has classified the regulation
proposed below as a "significant-rou-
tine" action. Therefore, EPA has pre-
pared no environmental, economic, or
energy impact assessments. The regu-
lations should result in more consist-
ent application throughout the coun-
try of air pollution control require-

FEDERAL REGISTER, VOL 44, NO. 48-FRIDAY, MARCH 9, 1979



13046

ments. Therefore, some incentives will
be removed for industries planning to
locate in one State as opposed to an-
other because of inconsistent applica-
tion of the Act's requirements. The
regulations will tend to preclude eco-
nomic incentives or disincentives be-
cause of varying interpretations of the
Act's requirements. There will be no
discernable energy impact.

PLAN To-EVALUATE THE EFFECTIVNESS
OF REGIQNAL CONSISTENCY REGULA-
TIONS

Section 2(d)(8) of Executive Order
12044 requires that each new signifi-
cant regulation have a plan to evalu-
ate Its effectiveness. The Regional
Office and State audit procedures go a
long way to provide a plan for evalua-,
tion of these regulations. However, it
is still necessary to evaluate how effec-
tive the audits and dissemination of
policy guidance are.' Thus, EPA has
developed a plan to evaluate the effec-
tiveness of this regulation. Approxi-
mately 6 months after completion of
the State and Regional 'Office audit
reports, whichever is, later, EPA will
place a notice in the FEDERAL REGISTER
soliciting public comment on imple-
mentation of the Regional Consisten-
cy regulations. The States and local
agencies and the public Will be asked
to comment on the fairness and uni-
formity mechanisms, audit report and
procedures, and the dissemination of
EPA policy guidance. A separate copy
of the notice will be sent to all State
agencies and major local agencies.
These comments will be summarized
and published in the FEDERAL*REGIS-
TER. A copy of the evaluation plan is
available In the docket (OAQPS 79-
11).

Dated: March 1, 1979.
BARBARA BLUAT,

Acting Administrator.
EPA proposes 'to amend Title 40,

Chapter I, Subchapter C, of the Code
of Federal Regulations by adding a
new Part 56 as follows:

PAIT 56-REGIONAL CONSISTENCY

Sec.
56.1 Definitions.
56.2 Scope.
56.3 Policy.
56.4 Mechanisms for fairness and uniform-

ity-Responsibilltles of Headquarters
employees.

56.5 Mechanisms for fairness and uniform-
ity-Responsibilities of Regional Office
employees.

56.6 Dissemination of policy and guidance.
56.7 Regional Office audits.
56.8 State and local agency performance

audits.
AUTHORITY: Section 301(a)(2) of the CleanAir Act as amended (42 USC 7601).
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§ 56.1 Definitions.
As used in this part, all terms not de-

fined herein have the meaning given
them in the Clean Air Act.

"Act" means Vhe Clean Air Act as
amended (42 USC 7401 et seq.).

"Administrator," "D puty Adminis-
trator," "Assistant- Administrator,"

* "Deputy Assistant Administrator,"
"Regional Adminitrator," "Headquar-
ters," "Staff Office," and "Regional
Office" are described in Part 1 of this
Title.

"Mechanism" means an administra-
tive procedure, -guideline, manual, or
written statement.

"Program directive" means any writ-
ten statement by the Administrator,
the Deputy Administrator, an Assist-
ant Administrator, a Deputy Assistant
Administrator or. a Staff Office Direc-
tor that is intended to guide or direct
Regional Offices in the implementa-
tion or enforcement of the provisions
of -the Act; the term does not Include
an interpretation or clarification of ex-
isting rules, regulations, or other pro-
gram directives.

"Responsible official" means the
EPA Administrator or any EPA em-
ployee who is directly accountable to
the Administrator for carrying out a
power or duty delegated under Section
301(a)(1) of the Act, or is accountable
in accordance with EPA's formal orga-
nization for a particular program or
function-as described in Part 1 of this
Title.

§ 56.2 Scope.
This part covers actions taken by-
(a) Employees in EPA Regional Of-

fices, including Regional Administra-
tors, in carrying out powers and duties
delegated-by the, Administrator under
Section 301(a)(1) of the Act; and

(b) EPA employees in Headquarters
to the extent that they-are responsible
for developing the procedures to be
employed or policies to be followed by
Regional Offices in implementing and
enforcing the Act.

§ 56.3 Policy.
It is EPA's policy to--
(a) Assure fair and uniform applica-

tion by all Regional Offices of the cri-
teria, procedures, and policies em-
ployed in implementing and enfbrcing
the Act;

(b) Provide a mechanism for Identi-
fying and-correcting inconsistencies by
standardizing criteria, procedures, and
policies being employed by Regional
Office employees in implementing and
enforcing the Act; and

(c) Insure an adequate quality audit
for each State's performance in imple-
menting and enforcing the Act. ,

§ 56.4 Mechanisms for fairness and uni.
- formity-Responsibllltles of lleadquar.
ters employees.

(a)(1) The Administrator shall in.
clude with any rple or regulation that
implements the requirement of the
Act, a mechanism to assure that the
rule or regulation Is Implemented and
enforced fairly and consistently by the
Regional Offices.

(2) The EPA responsible official in
Headquarters shall include with any
program directive that implements the
requirements of the Act a mechanism
to assure that the program directive is
implemented and enforced fairly and
consistently by the Regional Offices.

(b)(1) The following rules, regula-
tions, and program directives must in-
clude at the time of proposal or first
public appearance in draft form a pro-
posed mechanism to assure fair and
consistent application by all Regional
Offices:(i) Those rulemakings required by
the Administrative Procedure Act to
be published in proposed form before
final promulgation.

(ii) Those that in conformity with
*EPA practice appear first in draft
form before final adoption by EPA,

(2) The appropriate responsible offi-
cial shall solicit public comment con-
cerning the mechanism proposed and
consider any comments before Issu.
ance of the 'final rule, regulation, or
program directive.

(c)(1) Within one year after promul-
gation of this part, each EPA Head-
quarters office with air pollution con.
trol responsibility shall review and
evaluate all significant currently appli-
cable rules, regulations, and program
directives (including guidelines) issued
after August 6, 1977, under the Act for
the purpose of determining if appro-
priate mechanisms exist for assuring
fairness and consistency in application
among the Regional Offices. The Ad-
ministrator will publish notice in the
FEDERAL REGISTER of the availability of
the evaluations.

(2)(l) Within 18 months after pro-
mulgation of this part, each EPA
Headquarters office that identified
rules, regulations, or program direc-
tives that do not have mechanisms for
insuring fairness and consistency in
application among the Regional Of-
fices shall, where appropriate, develop
mechanisms.

(i) In the case of rules and regula-
tions, the mechanisms must be pro-
posed in the FEDERAL REGISTER within
18 months after promulgation of this
part. The mechanism must then be
promulgated after adequate public
comment and Internal review,

(iii) In the case of program direc-
tives, the mechanisms must be availa-
ble for public information within 18
months after promulgation of this
part and included in the comprehen.
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sive air programs policy and guideline
system required under § 56.6(a)(1).

(d) This section applies only where
the.EPA responsible official in Head-
quarters deems reasonable and appro-
priate the inclusion of the mecha-
nisms under this section with the rule,
regulation, or program directive. The
determination that a mechanism is un-
necessary shall .be explained in writing
by the appropriate responsible official
in Headquarters and must accompany
the relevant rule, regulation, or pro-
gram directive when it is issued or-
published.

§ 56.5 Mechanisms for fairness and uni-
formity-Responsibilities of Regional
Office employees.

(a) Each responsible official in a Re-
gional Office, including the Regional
Administrator, shall assure that ac-
tions taken under the Act are carried
out fairly and in a manner that is con-
sistent with the activities of other Re-
gional Offices and shall-

() Comply with the mechanisms de-
veloped under § 56.4 of this part, and

(2) Implement recommendations
made by the Regional Office Audit
Committee under § 56.7 of this part.

(b) A responsible official in a Re-
gional Office shall seek and obtain
written concurrence of the appropri-
ate EPA Headquarters program office
on any interpretation of the Act, or
rule, regulation, or program directive
when such interpretation may result
in inconsistent application among the
Regional Offices of the Act or rule,
regulation, or program directive.

§ 56.6 Dissemination of policy and guid-
ance.

(a) The Assistant Administrator for
Air, Noise, and Radiation shall estab-
lish as expeditiously as practicable but
no later than one year after promulga-
tion of this part the programs listed in
this section for the dissemination of
policy and guidance. He or she shall
distribute material under the pro-
grams to the Regional Offices and
State and local agencies, and shall
make the material available to the
public.

(1) A comprehensive air programs
policy and guideline system containing
the following:.

(i) A compilation of all relevent EPA
program directives and guidance,
except for rules and regulations, con-
cerning the requirements under the
Act.

(i) A procedure whereby each Head-
quarters office with air pollution con-
trol responsibility will enter new and
revised guidance into the compilation.

(iii) A topical index of all material in
the compilation and -procedures -for
continually updating the index. The
index is to serve as a manual for find-
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ing all current air program policy and
guidance.

(iv) An annotated bibliography of all
the material in the compilation and
procedures for continually updating
the bibliography.

(2) A monthly summary of interpre-
tations of the Act, rules, regulations,
or program directives made under
§ 56.5(b) of this part.

(3) A semi-annual compilation of the
summary of Interpretatlonsbf the Act,
rules, regulations, and program direc-
tives made under § 56.5(b) of this part.

(b) Each Headquarters office with
air pollution control responsibility will
participate in the development and im-
plementation of the system outlined In
paragraph (a) of this section.

(c) At the initiation of any major
program the responsible headquarters
official will, if he or she determines It
appropriate, develop a guidance pro-
gram consisting of videotape presenta-
tions, regional workshops, manuals,
other media, or combinations of these.

§ 56.7 Regional Office audits.
(a) (1) Within three months after

promulgation of this part, the Admin-
istrator shall form a Regional Office
Audit Committee comprising repre-
sentatives of EPA Headquarters of-
fices, including staff offices, and se-
lected Regional Office personnel with
air pollution control responsibilities.
The Assistant Adminttrator for Air,
Noise, and Radiation or his or her des-
ignee shall chair the Committee.

(2) The Administrator shall annually
review the composition of the Region-
al Office Audit Committee and make
any changes that he or she deems ap-
propriate.

(3) The Administrator shall consult
with Headquarters Offices with air
pollution control responsibilities
before forming or revising the commit-
tee.

(b) (1) The Regional Office Audit
Committee shall develop criteria for
use in auditing Regional Office pro-
grams for performance In implement-
ing their responsibilities delegated
under Section 301(a)(1) of the Act in a
manner consistent with any mecha-
nisms for assuring fairness and con-
sistency developed under Section 56.4
of this part. These criteria must also
assure an adequate quality audit of
each State's adherence to the require-
ments of the Act and performance in
Implementing and enforcing the Act.

(2) The Audit Committee shall
within one year after promulgation of
this part incorporate those criteria
into a manual for use in performing
audits of Regional Offices. The
manual must Identify the activities to
be audited. The audit must also ad-
dress the uniformity of air pollution
control regulation between adjacent
States. The Audit Committee shall
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revise the manual from time to time to
reflect changes in national priorities.

(3) The Audit Committee shall pub-
lish notice in the FEDRAL RErsra of
the availability of the audit manual
and entertain public comments on the
manual.

(c) At least once annually, the Re-
gional Office Audit -Committee shall
use the audit manual to audit the per-
formance of the Regional Offices-

(d) Within 60 days after the comple-
tion of an audit, the Audit Committee
shall provide a draft audit report to
the Regional Administrator of the Re-
gional Office audited. The report must
set forth findings and include any in-
stances of inconsistent application of
EPA rules, regulations, and program
directives, and recommendations for
any corrective action required.

(e) Within 30 days after receipt of
the draft audit report, the Regional
Administrator may provide comments
to the Audit Committee.

(f) Within 90 days after submission
of the draft audit report to the Re-
gional Administrator, the Audit Com-
mittee shall provide a final audit
report to the appropriate Regional Ad-
ministrator, the appropriate head-
quarters program and staff offices,
and the Administrator. The Audit
Committee shall also publish notice in
the Fa~r, REzzs=r of the availabil-
Ity of the report.

§ 56.8 State and local agency performance
audits.

(a)l) WIthin one year after promul-
gation of this part, each Assistant Ad-
ministrator and each Director of a
Staff Office in the Office of the Ad-
ministrator with air pollution control
responsibilities, together with Region-
al Office personnel with air pollution
control responsibilities as selected by
the Administrator, shall develop crite-
ria for use in auditing State and local
air pollution control programs for per-
formance In implementing and enforc-
ing the Clean Air Act. The criteria
must include State agency activities
for which national consistency is re-
quired. The Offices that develop the
criteria shall provide for consultation
with affected State and local agencies
in the development of the criteria.

(2) The Assistant Administrator for
Air, Noise, and Radiation shall incor-
porate the criteria into a manual for
use in peiforming the audits. He or
she shall provide notice In the FEDERAL
Rxmsvzu on the availability of the
manual and entertain public comment
on the manual. He or she shall revise
the manual from time to time In con-
sultation with the offices that devel-
oped the audit criteria to reflect
changes in national priorities.

(b) The manual must Identify the
specific activities to be audited. The
audit must be limited to a review of
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the performance of the Stat in imple-
menting and enforcing the Act and
the manner in which the State or local
agency has complied with the Act, ap-
propriate EPA regulations and policy,
and any conditions of a delegation of
authority from EPA. The audit must
also address the degree to which air
pollutin control regulations between
adjacent jurisdictions of.local and re-
gional governments are incompatible.

(c) At least once annually, each Re-
gional Administrator shall use the'
audit manual to audit the perform-
ance of each State and each local
agency that has responsibility under
the Clean Air Act.

(d) Within 60' days after the comple-
tion of the audit, the Regional Admin-
istrator shall provide a a draft audit
report to the Director of the audited
agency. The report must set forth
findings and include any, instances of
inconsistent application of Federal
statutes, regulations, and policy, and
recommendatioris for any corrective
action required.

(e) Within 30 days after receipt of
the draft report, the Director of the
audited agency may provide cominents
to the Regional Administrator.

(f)(1) Within 90 days after submis-
sion of the draft audit report to the di-
rector of the agency, the Regional Ad-
ministrator shall provide a final audit
report to the EPA Administrator and
the following:

(I) For State agencies, the Governor
of the State and the director of the
State air pollution control agency.

(ii) For local agencies, the chief ex-
ecutive of the government having ju-
risdiction over the local agency and
the director of the local air pollution
control agency.

(2) The Regional Administrator
shall also publish notice of the avail-
ability of the audit reijort in the FEm:
ERAL REGISTER.

(g) At his or her discretion, the Re-
gional Administrator niay perform the
audit required under this section with
the periodic audit required by EPA
grant regulations, except that the
audit report required by this section
must be prepared as a separate docu-
ment.

[FR Doc. 79-6938 Filed 3-8-79; 8:45 am]

[4110-02-M]
DEPARTMENT OF HEALTH,

EDUCATION, AND WELFARE

Office of Education

[45 CFR Part 161h]

FINANCIAL ASSISTANCE FOR
ENVIRONMENTAL EDUCATION PROJECTS

Proposed Rules

AGENCY: Office of Education, HEW.

PROPOSED RULES

ACTION: Notice of Proposed Rule-
making.

SUMMARY: The Commissioner of
Education proposes regulations gov-
erning grants under the Environmen-
tal Education Act of 1978. Grants
assist- educational projects that im-
prove public understanding of environ-
mental issues as they relate to the
quality of life.

The proposed regulations incorpo-
rate an amendment to the previous au-
thority governing the program. This
amendment permits multi-year fund-
ing of projects. The proposed regula-
tions also simplify the current regula-
tions.
DATES: Comments on these proposed
regulations must be received on or
before April 23, 1979. Written com-
ments are preferred.
ADDRESSES: Comments should be
addressed to Ms. Sylvia Wright, Pro-
gram Officer, Office of Environmental
Education, Room 2025, FOB-6, 400
Maryland Avenue, SW., Washington,
D.C. 20202.
FOR FURTHER INFORMATION
CONTACT:

-Ms. Sylvia Wright, (202) 245-9231.
SUPPLEMENTARY INFORMATION:
The Environmental Education Pro-
gram provides-grants to public and pri-
vate nonprofit organizations, agencies,
and institutions. These grants support
developmental, demonstration, and
mini-grant projects that improve edu-
cation about environmental issues and
alternative resolutions of those issues.

The Environmental Education Act
(Pub. L. 91-516, as amended by Pub. L.
93-278) has been reauthorized by the
Education Amendments of 1978, Pub.
L. 95-561, Section 301, with only tech-
nical amendments. This reauthoriza-
tion places the Environmental Educa-
tion Act in Part H of Title III of the
Elementary and Secondary Education
Act. As a consequence, it is -now one of
a number of programs grouped under
Title III--"Special Projects." All of
these programs are being placed to-
gether in the Code of Federal Regula-
tions. Accordingly, the Environmental
Education Regulations become Part
161h of Title 45 of the Code of Federal
Regulations. Because of the' inclusion
of the Environmental Education Act
in Title III of the Elementary and Sec-
ondary Education Act: (1) Local educa-
tional agencies must afford the public
an opportunity to comment on the
subject matter of their applications;
and (2) local educational agencies and
State educational agencies must meet
the requirements in Title III of the
Elementary and Secondary Education
Act for involvement of private schools.
The proposed regulations simplify ex-
isting regulations and incorporate a
new rule for the award of multi-year

grants. Under the multi-year grant
provision, projects may be funded on a
non-competitive basis after the first
year. These grants may support com-
prehensive projects that have the po-
tential for achieving national demon-
stration status.

National public and private educa-
- tional organizations and other inter-
ested groups that attended a public
meeting held by the Bureau of Ele-
mentary and Secondary Education on
September 14, 1978 were Informed
that new regulations for the Environ.
mental Educatior Program would be
developed. Since there were orily tech-
nical amendments involved, no issues
had been Identified and ho comments
have been received.

Since 1973 each Office of Education
grant program has been governed by
two sets of regulations: the specific
program regulations and the OE Gen-
eral Provisions Regulations in 45 CFR
Parts 100 through 100d.

As a part of Operation Common
Sense, -the Department is developing a
revision of the OE General Provisions
Regulations that will update and clari-
fy administrative and fiscal require-
ments and will consolidate or elimi-
nate overlapping, duplicative, or incon-
sistent program regulations: The new
regulations will be titled Education Di-
vision General Administrative Regula-
tions (EDGAR), These new consoli-
dated regulations will apply to pro-
grams in the entire Education Division
and will cover a number of subjects
not covered in the General Provisions
Regulations.

The new regulations will adopt
HEW's general grant regulations (45
CFR Part 74) by reference, rather
than repeating them verbatim as Is
currently done in the General Provi-
sions Regulations.

By eliminating duplicative program
regulations, EDGAR is expected to
make a substantial contribution to the
overall simplification of Education Di-
vision regulations.

EDGAR will provide consolidated
regulations on-

(1) How to apply for a grant;
(2) How the Education Division

makes grants;
(3) Conditions that a grantee must

meet;
(4) The administrative responsibil-

ities of a grantee; and
(5) The compliance procedures of

the Education Division.
However, since EDGAR has not yet.

been published, no cross-references to
EDGAR are Included in this docu-
ment. Some provisions that may even-
-tually be included in EDGAR are pub-
lished in this document either in the
text or as an appendix. When EDGAR
is issued as final regulations, any over-
lapping provisions will be removed
from these regulations.
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Any comments from the public on
these proposed regulations that also
relate to EDGAR will be considered in
the revision of both these regulations
and EDGAR.

If EDGAR is not issued as final reg-
ulations in time for making grants
under this program in fiscal year 1980,
the Office of Education will consider
various alternatives including the fol-
lowing.

(1) An interim adoption, for this pro-
gram, of the general grant regulations
in 45 CFR Part 74 (which also apply to
other agencies in the -Department),
and the sections in the existing OE
General ,Provisions Regulations that
are not affected by the revised policies
in Part 74; or

(2) An interim adoption, for this pro-
gram, of Part 74 and any necessary ad-
ditional regulations proposed in
EDGAR.

In addition, applicants are encour-
aged to read the statute which autho-
rizes the program, since these regula-

- tions do not incorporate provisions
that are clearly stated in the statute.
Copies of the statute and other rele-
vant material will be made available to
applicants with the application packet.

Dated: December 27, 1978.
JOHN LTs

Acting U.S. Commissioner
of Education.

Approved February 7, 1979.

Josz A. CALFAwo, Jr.,
Secretary of Health,

Education, and Welfare.
(Catalog of Federal Domestic Assistance
Number 13.522, Environmental Education
Act).

The Commissioner redesignates Part
183 of 45 CFR as Part 161h and pro-.
poses to revise the regulations to read
as follows:

PART 161h-FINANCIAL ASSISTANCE FOR

ENVIRONMENTAL EDUCATION PROJECTS

Subpart A-General

Sec.
161h.1 -What is the -Environmental Educa-

tion Program?
161h.2 [Reserved]
161h.3 What are the definitions that apply

specifically to this program?
161h.4 Who is eligible to receive grants?

Subpart B-What Kind of Projects Does the
Office of Education Assist Under This Program?

161h.10 What are the purposes of the pro-
jects?

161IL11 What categories of projects are
supported?

161L12 What is a comprehensive multi-
year project?

1611-13' What is a general project?
161IL14 What is a mini-grant project?
161h.15 Will priorities for funding be es-

tablished?

Subpart C-How Does One Apply for a Grant?

161h.20 Reserved]
161h.21 To Whom rhust an applicant

submit Its application for comment?

-Subpart D-How Is a Grant Made?

161h.30 What selection criteria does the
Commissioner use?

Subpart E-What Conditions Must a Grantee
Meet?

161h.40 Must a grantee help defray part of
Its project's cost?

161h.41 Are there restrictions on the type
of costs a grant may support?

161hL42 What other restrictions apply to
the use of grants?

Appendix
AurHonrr. Part H of Title III of the Ele-

mentary and Secondary Education Act as
amended by Pub. L. 95-561 (20 U.S.C. 3011-
3018)

Subpart A-General

§ 161h.1 What is the Environmental Edu-
cation Program?

The Environmental Education Pro-
gram assists educational projects that
improve public understanding of envi-
ronmental issues as they relate to the
quality of life. Under this program,
the Commissioner may award direct
grants to public or nonprofit private
institutions, agencies, or organizations
for developmental, demonstration or
mini-grant projects.

(20 U.S.C. 3011-3018)

§ 161h.2 [Reserved]

I 161h.3 What are the definitions that
apply specifically to this program?

(a) As used in these regulations-
"Act" means the Environmental

Education Act of 1978;
"Consortium" means a group con-

sisting of representatives of various
areas of expertise in environmental
education, such as State and regional
planning, economics, social policy, en-
vironmental protection, public inter-
est, business, higher education, sec-
ondary education, and community
education;

"Environmental area of study"
means the study of the relation of var-
ious aspects of the natural and man-
made environment to the total human
environment. These aspects include
the relation of energy, population, re-
source allocation and depletion, con-
servation, transportation, technology,
economic impact, and urban and rural
planning to the total human environ-
ment. The term also encompasses spe-
cific environmental issues.

"Resources" means materials, per-
sonnel, methods, or information;

"Target group" means the group to
benefit from or, to participate in, a
project.
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(b) The term "environmental educa-
tion" is defined in the Act.
(20 U.S.C. 3011-3018)

§ 161h.4 Who is eligible to receive grants?
(a) The following are eligible to re-

ceive grants:
(1) Public and private institutions of

higher education and other nonprofit
private organizations. Each of these
applicants shall have been in existence
for one year or more.

(2) State educational agencies, local
educational agencies, and other public
agencies and organizations.

(3) Consortia of eligible applicants.
(b) State educational agencies and

local educational agencies must meet
the requirements for the involvement
of private schools in Sec. 302(b), Title
Ilr, Elementary and Secondary Educa-
tion Act of 1965.
(20 U.S.C. 3013(b)(1) and 3016)

Subpart B-What Kind of Projects Does the
Office of Education Assist Under This Program?

§ 161h1, What are the purposes of the
projects?

In order to be considered for a grant,
an applicant shall propose a project
that-

(a) Includes the study of the policy,
social, cultural, and economic aspects
of the environmental area of study or
issues to be addressed; and

(b) Provides an objective and bal-
anced treatment of different views on
environmental Issues and resolutions
of those issues.
(20 U.S.C. 3011)

§ 161h.ll What categoriles of projects are
supported?

Basic categories. Funds may be
awarded for three types of projects:

(a) Comprehensive multi-year pro-
Jects.

(b) General projects.
(c) Mini-grant projects.

(20 U.S.C. 3013,3016)

§ 161h.12 What is a comprehensive multi-
year project?

(a) A comprehensive multi-year proj-
ect Is a developmental or a demonstra-
tion project that involves a number of
activities in environmental education
and has more than one target group.

(b) A comprehensive multi-year proj-
ect Is intended to demonstrate effec-
tive methods for-

(1) Improving, over the long term,
individual and institutional capabili-
ties in environmental education:

(2) Adapting new knowledge about
the environment as it becomes avalla-
bje'

(3) Identifying and using, n an ap-
propriate and effective way, a broad
range of local and regional resources;
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(4); Achieving significant interaction

between formal education and commu-
nity education; and

(5) Facilitating local' or regional
adoptiorL of the project'si activities and
the continuation of those activities
after the project period ends.

(c) A comprehensive multi-year proj;
ect requires* more than.12 months to
achieve its: objective(s) and' may be
supported for up to' three years.
'Grants- may be provided for an initial
12-month budget period, and for 12.

,month continuation budget periods.
The budget periods for these projects
must be clearly related to the: time
necessary for each. stage of the proj-
ecte.g., planning, design, implementa-
tion, demonstration, and local adOp-
tion.

(20,U,&C. 3013)7

§ 161h.13 What is a general project?
(a) A general project is a develop-

mental project that focuses on a single
activity in envfronmental education

(b) A general' proj'ect is intended to'
result in. a. new. or refined, resource. for
the project's target group.

(c) A general project requires no
more. than' I2 months to' achieve its
objective(s).

(20 U.S.C. 3013)

§ 161h.14 What is amini-grant-project?'
(a) A mini-grant. project is one or

more community workshops,, seminars,
symposiums, or conferences; on a, com-
munity or local environmental prob-
lem.

(b) A mini-grant project is intended
to assist adults-including members of
community organizations other than
the grantee brganization-in under-
standing-

(1) The causes and effects of an envi-
ronmental problem;

(2) tocat policies, practices; and
issues associated with the problem;
and

(3) The dptions for resolving the
problem.

(c) In addition to the primary activi-
ty,, a mini-grant- project. may include at
variety of preparatory and follow-up
activities as. needed to assure the pro-
ject's success.

(d)' A mini-grant project usually re-
quires fewer than 12 months to
achieve its objective(s). •
(20 U.S C 3016Y

§ 161.15 Will priorities for fundinj be es-
tablished?

(a)' The Commissioner may establish,
priorities among projects to be funded,
in any given year. The Commissioner
announces these priorities in. th Fm-
ERAL REGISTER.

(b), In addition-
(1) In' awarding grants. for compre-

hensive multi-year projects, the Con-'
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missioner gives priority to, consortia of
eligible applicants; and

(2) In awarding grants for mini-
grant projects, the Commissioner gives
priority to nonprofit citizens' groups
and volunteer organizations.

(20:U.S.C. 30133016)'

Subpart C-How Does One Apply for a Grant?

§ 161h.20 [Reserved],-

§'161121 Tor whonr must an applicant
submit its application for comment?

Before submitting an. application to
the Commissioner, a. local educational,
agency shall submit a. copy of its appli-
cation to its State educational agency
for review and. comment,
(20 U.S.C. 3014(b))

Subpart D-How is a Grant Made?

§ 161h.30 WIhat selection criteria does the
Commissioner use?

(a) The Commissioner evaluates an
application on the basis of the selec-
tion. criteria in this section and in the
Appendix to. this part.

(1)" The selection criteria. in the Ap-
pendix constitute 30' possible points.

(c)' The criteria contained ir this sec-
tion constitute 70' possible points. The
maximum possible point score for
each criterion indicates the relative
importance assigned to that criterion.
by the Commissioner, asfollows;

(1) The extent to which the pro-
posed project-

(i) Organizes into a meaningfil rela-
tion to one an-other the policy, social.
economc, cultural, technological, bib-
physical:, and human. health aspects of
the environmental area of study of
issues(s) tobe addressed; (25,points)

(ii) Reflects current. knowledge of
the environmental area of study or
issue(s. tobe addressed; (10-points)

(ii) Communicates. the knowledge in
a manner that is appropriate to the
project's. objective(s) and target.
group(sl. C10. points)

(2) The extent to. which the project
will: enhance the ability of its target
group(s) to participate in environmen-
tal decision-making by improvin the
ability of the group(sY to-

(i) Contribute to the: Identification
of environmental issues and alterna-
tive'resolutions of those issues,

(i)' Assess short- and long-term risks.
benefits, costs, and acceptabilit3r of al-
ternativeresolutins; and

(iii)' understand the need for practi-
cable resolutions embodying differing'
points of view. (15 points)

(3) The extent to- which the project
demonstrates-under one of the fol-
lowing" categories--potential for im-
proving the quality of environmental
education:'

(i) If' the proposed project is a. com-
prehensive multi-year project,. the

extent to which it has. the potential
for being a national demonstration
project; or

(ii) IL the proposed project, Is a gen-
eral project, the extent to which IMs re-
sults; can be adapted for environnen.
tal education' in other areas of the
country; or

(iiiM' If the proposed project Is;a. mini-
grant project, the extent to which It Is
likely to improve the ability of Its
target group(s) to understand. local en.
virohmental issues. in a broader con-
text. (10 points)
(20 U.SC.C 3013, 3016)

Subpart E-What Conditions; Must, a Grantee
Meet?

§,161hA0 Must. a grantee. help defray part
of its project%. cost?

(a) If the project is a national-level
curriculum development, evaluation.
dissemination, or demonstration proJ.
ect, the' grant may cover 100, percent
of the-cost.

(b) If the project Is a minl-grant
project, the grant may- cover 100 per.
cent of the cost up to $10,000.

(C) For other types of, projects,-
grants may not exceed. 80" percent of
the approved project cost for the first
year. In the second and third years,
grants, may not exceed an amount
equal to 60 percent and 40 percent, re-
spectively, of' the approved first-year
project cost.
(20 U.S.C. 3014.¢d))

§ 161h.41 Are there restrictions on the
type of costs a grant may support?

(al Funds may not be used for con-
structfon, repair, remodeling, or alter-
ation of facilities or sites. (b) Funds
may not be, used forsubgrantg;
(20 U.S.C. 3013.301&)

§ 161.h42 What other restrictions apply to
the use of grants?

Grants, may be used to, supplement
or increase funds made available by
the applicant for the project. Grants
may not be used to supplant these
funds.
(20 U.S.C. 3014(a)(4))

APPENDIX TO PART 16th

SEiECTION CRITERION-PLAIW OF OPERATION

(a) The Commissioner reviews. each appli.
cation. for Information that shows the qual-
ity of the plan of operation for the project.

(b) The Commissioner looks for Informa-
tion that shows-

(1) High quality In the design of the proj-
ect;

(2W, An effective plan of management that
Insures proper and efficient adminIstration
of the project,-

(3) A clear description of how the objec-
tives of the project relate to the purpose of
the program; and
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(4) The way the applicant plans to use its
resources and personnel to achieve each ob-
jective. (10 points)

SELECTION CRITERION-QUALITY OF KEY
PERSONNEL

(a) The Commissioner reviews each appli-
cation for information that shows the qual-
ity of the key personnel the applicant plans
to use on the project.

(b) The Commissioner looks for informa-
tion that shows-

(1) The qualifications of the project direc-
tor (if any);

(2) The qualifications of each of the other
key personnel used in the project;

(3) The qualifications of any of the follow-
ing persons who are hired for the project-

(i) Any member of the immediate family
of a person on the project staff;

(ii) Any member of the governing body of
the grantee; or

(iii) Any member of the immediate family
of a person on that governing body.

(4) The time .that each person referred to
in paragraphs (b) ()-(3) plans to commlt.to
the project; and

(5) The extent to which the applicant, as
part of its nondiscriminatory employment
practices, encourages applications for em-
ployment from persons who-are members of
groups that have been traditionally under-
represented, such as members of racial of
ethinic minority groups, women, handi-
capped persons, and the elderly.

(c) To determine the qualifications of a
person, the Commissioner considers evi-
dence of past experience in fields related to
the objectives of the project, as well as
other information that the applicant pro-
vides. (7 points)

SELECTION CRITERION-BUDGET AND COST

EFFECTIVENESS.

(a) The Commissioner reviews each appli-
cation for information that shows that the
project has and adequate budget and is cost
effective.

(b) The Commissioner looks for Informa-
tion .that shows-

(1) The budget for the project is adequate
to support the project activities; and

(2) Costs are reasonable in relation to the
objectives of the project. (5 points)

sELECON CRrrERIO-EvALUATION PLAN

(a) The Commissioner reviews each appli-
cation for information that shows the qual-
ity of the evaluation plan for the project.

(b) The Commissioner looks for informa-
tion that shows an objective, quantifiable
method of evaluation. (5 points)

SELECTION CRITERION-ADEQUACY OF
RESOURCES

(a) The Commissioner reviews each appli-
cation for information that shows that the
applicant plans to devote adequate re-
sources to the project, including resources
to meet the needs of persons to be served by
the project who are members of groups that
have been traditionally, underrepresented,
such as-

(1) Members of racial or ethnic minority
groups'.

(2) Women:
(3) Handicapped persons; and
(4) The elderly.
(b) The Commissoner looks for informa-

tion that shows-

(1) The facilities that the applicant plans
to use are adequate; and

(2) The equipment and supplies that the
applicant plans to use are adequate. (3
points)

[FR Doc. 79-7157 Filed 3-8-79: 8:45 am]

[6712-01-M]
FEDERAL COMMUNICATIONS

COMMISSION

[47 CFR Parts 31, 33, 42 and 43]

[CC Docket No. 78-1961

REVISION OF UNIFORM SYSTEM OF AC-
COUNTS AND FINANCIAL REPORTING RE-
QUIREMENTS FOR TELEPHONE COMPANIES

Notice Establishing Service Ust

AGENCY: Federal Communications
Commission.
ACTION: Notice Establishing Service
lAst.
SUMMARY: This Notice establishes a
service list to be used in future rounds
of comments in the proceeding involv-
ing a proposed revision of the Uniform
System of Accounts and Financial Re-
porting Requirements and provides a
procedure for other interested persons
to be included on the list.
DATES: Non-Applicable.
ADDRESSES: Federal Communica-
tions Commission, Washington, D.C.
20554.
FOR FURTHER INFORMATION
CONTACT,

Doug Slotten. Policy and Rules Divi-
sion. (202-632-9342).

SUPPLEMENTARY INFORMATION:
Released: March 9. 1979.

In the matter of revision of the uni-
form system of accounts and financial
reporting requirements for telephone
companies (Parts 31, 33, 42 and 43 of
the FCC's rules, CC Docket No. 78-
196. See 43 FR 40886, September 13,
1978.

1. On July 21, 1978, the Commission
adopted a notice of proposed rulemak-
ing, FCC 78-453, 43 FR 33560 (1978),
in the above captioned proceeding. Ini-
tial comments were due January 15.
1979. To date, more than seventy par-
ties have filed comments exceeding a
total of 1700 pages. A list of the names
and addresses of the commenting par-
ties is appended as Attachment A.

2. To expedite the exchange of com-
ments among the parties in future

,rounds of comments in this docket, we
are establishing this list as the service
list for the docket. Parties to this pro-
ceeding should serve a copy of all
pleadings In this proceeding on those
parties listed In Attachment A. At
least one copy per party should be
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served on those firms representing
more than one party. Others interest-
ed In participating in the proceeding
and receiving copies of the comments
may be included on the service list by
notifying the Commission in writing of
their desire to be included on the serv-
ice ist herein. Anyone interested only
in receiving copies of Commission ac-
tions may do so by contacting the
Dockets Branch by telephone at 202-
632-7535 or by writing the Dockets
Branch at the Federal Communica-
tions Commision, Washington, D.C.
20554. All communications must speci-
fy the docket number. Copies of all
comments filed and Commission ac-
tions taken will be available for public
inspection in the Commissions's Public
Reference Room at 1919 M Street,
NW., Washington, D.C.

FEDERAL COMMUNICATIONS
Co?,ssroNr,

IARnY F. DAumB,
Chief, Common CarrierBureau.

ATTAcmLEnT A
Jon W. Owens, General Manager, Ace Tele-

phone Association. 207 East Ceder Street,
Houston, Minnesota 55943.

Jeremiah Courtney. Esq, Philips B. Patton,
Esq., Jack R. Smith, Esq., The Ad Hoc
Telecommunications Users Committee,
2120 L Street, NW., Washington, D.C.
20037.

Joseph M. Klttner, Esq. Norman P. Le-
venthal, Esq., McKenna, Wilkinson &
Kittner. 1150 Seventeenth Street, NW.,
Washington, D.C. 20036, Counsel for
American Broadcasting Companies, Inc.,
CBS Inc., National Broadcasting Compa-
ny. Inc.

Robert J. Kaufman. Esq.. American Broad-
casting Companies. Inc., 1330 Avenue of
the Americas. New York. New York 10019:

Joseph Deranco, Esq., CBS Inc., 1800 M.!
Street, N.W. Washington, D.C. 20036.

Howard Monderer, Esq, National Broad-
casting Company, Inc., 1800 X Street
N.W., Washington, D.C. 20096.

Edward GoldsteLn, Esq, Assistant Financial
Officer, Edward Friedman, Esq, Alfred A.
Green. Esq.. Francine J. Berry, Esq.,
American Telephone and Telegraph Com-
pany. 195 Broadway. New York, New York
10007.

David Gorin, John G. Demas, Arthur An-
dersen & Co., 1345 Avenue of the Ameri-
cas. New York. New York 10019.

Richard W. Braun, Donald W. Auten,
Arthur Young & Company, 515 Olive
Street, St. Louis, Missouri 63101.

Ray J. Smith. Manager, Blackfoot Tele-
phone Cooperative Inc., 1112 North Rus-
sell Street, Missoula. Montana 59801.

Janice B. Kerr, Esq, J. Calvin Simpson,
Esq.. Lawrence Q. Garcia, Esq, Public
Utilities Commlson of the State of Cali-
fornia, 5066 State Building, San Francisco,
California 94102.

Duane L. Day. President, Cascade Utilities.
P.O. Box 188. Estacada, Oregon 97023.

Eugene H. Irminger, Vice President and
Controller, Central Telephone & Utilities
Corporation, O'Hare Plaza, 5725 East
River Road. Chicago, Illinois 60631.

Robert McKell. President, Chillicothe Tele-
phone Company, Chillicothe, Ohio 4560L
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S. S. Carpenter, Personnel Director, Cllfton
Forge-Waynesboro Telephone Company,
Executive, Office, P:O'. Box' 2008; Stauri-
ton. Virginia 24401.

Earr F. Phillips, General. Manager, Coastal
Utilites. Inc., P.O Box: 558/100, Ryon
Avenue, Hinesville, Georgia 31313.

Garry, R. MacCormack, Secretary-Treasur-
er,. Colorado Independent.Telephone Asso-
ciation, P.O. Box 48, Colorado City- Colo-
rado,81019:

Laurence Singer, Esq,., Fager & Singer,
Suite' 300;, 173,7. DeSales Street, N.W.,"
Washington, D,.C. 20036, Counsel for Con.-
sumer Federation,of America.

Richard, A. Gnospellus. Coopers & Lybrand,
1251 Avenue. of the Americas,. New York.
New York 10020:

Helen- E Foultz; President-, Coopersburg
Tbleplhone- Company, 562 Thomas Street',
Coopersburg, Pennsylvania 18036.

E.. Williams Henry;,_ Esq.,, Lawrence P.
Keller, Esq., Ginsbury, Feldman and
Bress, 1700 Pennsylvania Avenue, N.W.,
Washington; DC. 20006 , Counsel for Con-
tinental Telephone Corporation.

Robert 0. Karr, President., The Craw-Kan
Telephone Cooperative Association, Inc.,
Girard, Kansas 66743. -

Jack L. Bentley,. General. Manager, Delta
County Telephone Company, 132 Grand
Avenue, P.O. Box 730; Paonia, Colorado
81428.

Dean E. Anderson, Manager, Deuel, Tele-
phone Cooperative Association, Clear
Lake- South Dakota 57226.

W. R. Buchanan; President,'Eastern, Missou-
ri. Telephone Company, 215. West. Church,
Bowling Green, Missouri 63334.

Mike Fitzpatrick, Ernst & Ernst, 1800 One
Washington Plaza, Tacoma, Washington
98402,

Edward J. Neckvatal, Jr., General Manager,
Farmers Telephone, 129 East Maple
Street, Lancaster, Wisconsin, 53813'.

David L. Swafford, Executive Director, Flor-
ida PUblic, Service Commission, Fletcher
Building, 101 East Gaines. Street, Talla-
hassee, Florida 32304.

Lawrence' C. Ware, General Manager;
Garden' Valley Telephone Company, Er-
skine, Minnesota, 56535

E. A. Gordon, Treasurer, Garrett;Telephone
Company, Inc:, 112- East Keyser Street,
Garrett, Indiana 46739.

B: B. Knowres,. Director,. Utilities Financial
Analysis, Georgia Public Service Commis-
sion, 244 Washington Street,. S.W., Atlan-
ta, Georgia 3034

Richard VL Cahill Esq., Adalbert IC Wnor-
owskf,, Esq., GTE Service Corporation and
its 'affiliated domestic telephone operating
companies, One Stamford: Forum, Stam.-
ford, Connecticut 06904.

Charles H. Lindsey. Executive Vice Presi-
dent,. Georgfa.Tblephone Association, 1900
Century Boulevard, Suite 8. Atlanta,
Gedrgia,30345.

Howard: Eli,, President. & Manager, Havi-
land Telephone Co,, Inc., Haviland,
Kansas 67059. f

Irene M. Baldwin, Vice-President, Home
Telephone Company, Inc., Galva, Kansas
67443..

Illinois Telephone Cooperative Association,
P.O. Box 299; Louisville, Illnok,62858.

Herbert. El Mfarks. Eq.,. Stephen I Bell,
Esq., Laurel R.. BergolcL Eq.,. Wlkinson,

,Ckagun, & Barker,. 1735 New York
Avenue, NW. Washington, D.C. 20006
Counsel for Independent Data. Commuin-
cations Manufacturers Association, Inc.
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X7. Roger Wollenberg,, Esq., David R. Ander-
son. Esq.. William- T. Lake,. Esq.,. Gail F.
Schult . Esoq,. William, Cutler, & Picker-
ing, 1666 I Street, N.W., Washington,
D.C. 20006, Counsel for International
Business Machihes Corporatiort

J. Gordon. Walter_ Esq .. Donald: G- Cherry,.
Esq., International Business Machines
Corporation, Old Orchard Roaci Armonkr
New york 10504.

James. R. Maret, Esci, Iowa. State Commerce
Commission,. 300 Fourth, Street, Des
Moihes, Iowa 50309.

J. Kent Jerome,. Secretary-Treasurer, Iowa
Telephone Association, 1601 22nd Street,
Suite 209; West Des Moines, Iowa 50265.

Robert C. Carson, President, .. B.N. Tele-
phone Company, Inc.. Wetmore, Kansas
66350.

Wallace R. Johnson, Certified. Public Ac-
countant, Box 343, Fergus Falls, Minneso-
ta 5653.7.

John LaBry, Jr., Accountant, Kaplan Tele-
phone- Company, P.O' Box 369, Kaplan,
Louisiana 70548.

Leon McDowell, President. Lathrop Tele-
phone Company; Administrative Office;
Mendon, Missouri 64660.

Michael H.- Bader_ Esq., Kennetla A. Cox,
Esq., Willan. J. Potts, Jr., Esq., John ME
Pelkey; Esq., Haley, Bader and'Potts, 1730
M Street, N.W., Washington, D.C. 20036,
Counsel for MCI. Telecommunications
Corporation.

John R'. Worthington; Esq,_ MCr Teleconr-
munications. Corporation. 1150-17th
Street, N.W., Washington, D.C. 20036-

E. R. Harrington, Secretary-Treasurer,
Madison Telephone Company, Inc., Madi-
son,, Kansas, 66860.

Eldon M. Snowden, General Manager
McDonough- Telephone Cooperative, Inc.,
P.O. Box 359, Colchester, Illinois 62326.

.W. S. Howard, President, Millington Tele-
phone Company, Inc., 4880 Navy Road
Millington, Tennessee 38053.

C. J. 'McCurry. Executive Vice President,
Missouri Telephone Ass~ciation. Box 785,
Jerrerson City,.Missouri 65101.

R. S, McCleiland, Jr., Executive Vice Presi-
dent, Missouri Telephone Company,. Ex-
ecutive Offices, 200 East Walnut Building,
P.O-Borc 878. Columbia, Missour1.65201L

FrancisE Bowers, President, Moultrie Inde-
pendent. Telephone Company, Lovington
Illinois.61937.

Ivo, Bauman, Vice President.-Manager, Mt.
Angel Telephone Company, P.0. Box 405,
Mt. Anger, Oregon 97362.

Eric A. Leighton, Chairman of Task Force
to. Study Proposed- FCC Uniform, System
of Accounts,. Fred. C. Huebner, Chairman,
staff Committee on Accounting, National
Association of Regulatory Utility Commis-
sibners, IIOZ-Interstate Commerce Con.-
mission ," Building, Constitution, Avenue
and Twelfth Street, NW9., Post Office Box
684Washington,D.C. 20044

David Cosson; Esq., Robert. XJ Leigh Esq.,
National, Telephone .Cooperative Associ-
ation, 2626, Pennsylvania. Avenue, N.W.,
Washirgton.D.C-2003.7

E: W. Olson, Vice President,. NavaYo Com.-
municatibns Co.. Inc., P.O. Box 70..
Window Rock, Arizona 86515.

Howard S. Smit, Vice Presictent-General
Mffnager-, Nevada. Telephone-Teregraph
Company,. 720' Joyce Lake,. Drawer' K In-
cline Village, Nevada 89450.

George H. Barbour, President, Joseph, C.
O'Hara,. Chief, Bureau of Accounts, New
Jersey Hoard of Public Utilities, Depart-

ment. of Energy, 101 Commerce Street,
Newark, New Jersey 07102

Peter H. Schiff, Esq., Generar Counsel, New
York Department of Public Service. The
Governor Nelson. A. Rockefeller Empire
State Plaza, Albany, New York 12223.

Peter Varn Kamper, Executtive Vice' Presi-
dent, New' York State Telephone Associ.
ation, Inc., 111 Washington Avenue,
Albany, New York 12210.

Leroy H. Hemingway, Deputy Commission.
er, Director, Utility Program, Public Util.
ity Commissioner of Oregon, Labor & In-
dustries Building, Salem, Oregon 07310.

Nichoas '. Miller, Esq., Preston, Thorgrim.
son, Ellis, Holmarr & Fletcher 177, F
Steeet, N'W., Washington. D.C; 20006,
Counsel' for the Organization for the Pro-
tectiorr and Advancement of Small Tele-
phone Companies.

Howard W. Hall. Jr., Vice President, Plant
Telephone & Power Company Inc., P.O.
Box 187, Tifton, Georgia. 31794.

Robert 0. Karr. President..The Pleasanton
Telephone company, PO. Box 435, Plea.
santonr, Kansas'66075.

Hazel L. Parker. President, Pynatuning In.
dependent Telephone Company, Reynolds
Development, Post Office Box No. 606,
Greenville, Pennsylvania 16125.

Rochester Telephone Corporation, 100 Mid-
town Plaza; Rochester. New' York 14646.

Robert VT, Feragerr. Administrator Rural
Electrification Administration, Washing-
ton, D.C. 20250.,.

H. J. Austerman, General Manager, Rural
Telephone Service ,Co., Inc., Lenora,
Kansas"67645.

Garry' R. MacCormack. President, The Rye
Telephone Company, Inc., P.O. Box 40;
Colorado City, Colorado 81019.

James Smith,. Manager, St. Croix Telephone
Co., 154 E. 2nd Street. New Richmond,
Wisconsin 54017.

F. Thomas Tuttle, Esq., Kevin H. Cassidy,
Esq., Satellite Business Systems 8003
Westpark Drive, McLean, Virginia 22102;
Counsel for Satellite Business Systems,
Pierson, Ball &, Dowd, 1200 18th Street,
N.W., Washington, D.C. 20036.

Alan. W. Pedersen, Vice President, Account-
ng and Separations, Southern Kansas
Telephone Company, Inc., 112 South, Lee
Avenue, Clearwater Kansv. 67026.

Robert W. Ross, Esq., Southern Pacific
Communications Company, 1801 K Street,
N.W. Suite 221,.Washington. D.C. 20006

T. C. Lewis. President. The Sullivan County
Telephone Co., Forksville. Pennsylvania
18616.

James, Best, Controller, Telephone Utilities
Inc., P.O. Box E. lwaco, Washington.
98624.

Eugene L, Andrus, Manager, 3' Rivers Tele.
phone Cooperative Fairfield, Montana,

John G. Foster. President, Twin Valley
Telephone, Inc,. Miltonvale, Kansas
67466. 

Thomas. J. O'Reilly. Esq.,. United Statest In.
dependent Telephone Assqclation, 1801, K
Street. N.W., Suite 1201. Washington. D.C.
20006.

Peter M. Andersen, Esq., U.S. Telephone
and Telegraph Corporation. A Subsidiary
of ITT, 67 Broad Street, Now York, New
York 10004.

John M. Lothschuetz, Esq.. Michael T,
Hyde, Esq., United Telecom Service, Inc.,
on behalf of member companies of the
United Telephone System, 180D K Street,
N.W., Suite 1102, Washington, D.C. 20006.
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Warren E. Baker, Esq., Post Office Box
11315. Kansas City, Missouri 64112.

Dale W. Hemmy, Certified Public Account-
ant, L G. Siepert & Company, 1920 West
Hart Road, Beloit, Wisconsin 53511, repre-
senting United Telephone Company.

S. M. Jensen. Vice President-General Man-
ager, Unitel of Nebraska, Box 500, Blair,
Nebraska 68008.

Robert D. Sarver, Plant'and Engineering,
Vice president, Universal Telephone, Inc.,
Universal Building, 234 West Wisconsin
Avenue, Milwaukee. Wisconsin

Charles J. Cicchetti, Ph.D., Chairman, Fred-
erick C. Huebner, CPA, Administrator, Ac-
counts and Finance Division, Wisconsin
Public Service Commission. Hill Farms
State Office Building, Madison. Wiscon-
sin, 53702.

Todd Sanders, President-General Manager,
Yell County Telephone Company. Post
Office Box 308, Danville, Arkansas 72833.

Woodrow Graber, President, "Zenda Tele-
phone Company, Inc., Zenda, Kansas
67159.

J. Randolph MacPherson. Esq., Defense
Communications Agency, Washington
D.C. 20305.
[FR Doe. 79-7020 Filed 3-8-79; 8:45 am]

[31 10-01-M]

OFFICE OF MANAGEMENT AND
BUDGET

Office of Federal Procurement Policy

[48 CFR Parts 3, 4, 5, 20, 25, 281

FEDERAL ACQUISITION REGULATION PROJECT

Availability and Request for Comment

AGENCY: Office of Federal Procure-
ment Policy, Office of Management
and Budget.
ACTION: Notice of. Availability and
Request for Comment on draft Feder-
al Acquisition Regulation. I
SUMMARY: The Office of Federal
Procurement Policy is making availa-
ble for public and Government agency
review and comnient segments of the
draft Federal Acquisition Regulation
(FAR) regarding Ethics, Contractor
Records Retention, Publicizing Con-
tract Actions, Labor Surplus Area
Concerns, Foreign Acquisitions, and
Bonds, and Sureties. Availability of ad-
ditional segments for comment will be
announced on later dates. The regula-
tion is being developed to replace the
current system of procurement regula-
tions. It will be a single uniform acqui-
sition regulation for use by all Federal
executive agencies in the acquisition
of supplies and services with appropri-
ated funds.
DATE: Comments must be received on
or before May 3, 1979.
ADDRESS: Obtain copies of the draft
regulation from and submit comments
to William W. Thybony, Assistant Ad-
ministrator for Regulations, Office of
Federal Procurement Policy, 726 Jack-

'The Draft Acquisition Regulation was
filed as a part of the original document.

son Place, NW, Room 9025, Washing-
ton, DC 20503.
FOR FURTHER INFORMATION
CONTACT,

William Maraist, or Strat Valakis,
(202) 395-3300.

SUPPLEMENTARY INFORMATION:
The fundamental purpose of the FAR
is to reduce proliferation of regula-
tions; to eliminate conflicts and redun-
dancies; and to provide an acquisition
regulation that Is simple, clear and un-
derstandable. The intent is not to
create new policy. However, because
new policies may arise concurrently
with the FAR project, the notice of
availability of draft regulations will
summarize the section or part availa-
ble for review and describe any new
policies therein.

The following subparts of the draft
Federal Acquisition Regulation are
available upon request for public and
Government agency review and com-
ment.

PART 3-ETHics

3.1 Standards of conducL

This subpart prescribes strict stand-
ards of conduct for all government
personnel responsible In any way for
conducting government business with
industry. Rules are set which require
complete impartiality and avoidance
of even the appearance of a conflict of
interest in Government contractor re-
lationships. Further, all government
employees are prohibited from solicit-
ng or accepting, directly or indirectly,
for themselves or anyone else, any gra-
tuity, gift, favor, entertainment, loan
or any other thing of monetary value
from any person, business or group
seeking to obtain contractual or other
business or fanancial relationship with
their agency. A Gratuities clause Is
provided for review and will be pub-:
lished in Part 52 of the completed
FAR. The clause provides for contract
default action against contractors
found in violation of the gratuity pro-
hibition. Government employees In-
volved in the acquisition process will
be required to review their agency's
-Standard of Conduct and Ethics regu-
lations, at least annually. Disciplinary
action will be taken against Govern-
ment employees for violation of the
standards in accordance with their
agency's regulations Issued under Title
5, Part 735.107, Code of Federal Regu-
lations.

3.2 Contractor gratuities to govern-
ment personneL

This subpart Implements 10 U.S.C.
2207 for the Department of Defense
and, as a matter of policy, is extended
to all executive agencies except for the
assessment of exemplary damages. It
provides that the cognizant Board of

13053

Contract Appeals, after notice and
hearing, shall determine if a violation
of the gratuities clause of a contract
has occurred. The gratuities clause is
also provided for review.
3.3 Reports of suspected antitrust ivio-

lations and other noncompetitive
practices

This subpart rxrovides that agency
'Personnel shall report all suspected
noncompetitive practices through the
contracting officer for referral to the
Attorney General of the United States
and initiating contractor debarment or
suspension measures. Reports will be
made where antitrust violation, collu-
sive bidding, follow-the-leader pricing,
kickbacks, rotated low bids, subcon-
tractor kickbacks, or other similar
practices are suspected. Reporting re-
quirements of the Attorney General
have been shortened and simplified to
reduce the paperwork burden.
3.4 Contingentfees.

This subpart prescribes policies and
procedures that restrict contingent fee
arrangements for soliciting or obtain-
ing Government contracts to those
permitted by 10 US.C. 2306(b) and 41
U.S.C. 254(a). These statutes require a
warranty by the contractor against
contingent fees In every negotiated
contract. They permit, as an exception
to the warranty, contingent fee ar-
rangements between contractors and
bonafide employees or agencies. They
also provide that, for breach or viola-
tion of the warranty by the contrac-
tor, the Government may annul the
contract without liability, deduct from
the contract pyrce, or otherwise recov-
er the full amount of the contingent
fee. The subpart includes guidance for
contracting officer review of contin-
gent fee representation and agree-
ment. Also included from Part 52 are
the required solicitation provision and
contract clause.

3.5 Buying-in. -

This subpart requires that the con-
tracting officer take appropriate
action to ensure buying-in losses are
not recovered by the contractor
through the pricing of change orders
or follow-on contracts subject to cost
analysis. It provides that the Govern-
ment should minimie the opportunity
for buying-in by seeking a price corn-
mitnent for the entire program by
using multi-year contracting or priced
options.

PAR 4-AinTmsTRA= M =.s
4.7 Contractor records retention.

This subpart provides policies and
procedures for retention of records by
contractors and subcontractors to
meet the records review requirements
of the Government. The purpose of
this subpart is to relieve the burden on
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contractors of excessifie records reten-
tion requirements while ensuring that
the records review requirements of the
Comptroller General and contracting
agencies are met. It specifies the types
.of records to be retained and the re-
tention periods.

PART 5-PUBLICIZING CONTRACT
ACTIONS

5.1 Dissemination of information.

This subpart prescribes several man-
datory and optional methods of dis-
seminating information on proposed
contracts. It requires that contracting
officers maintain a reasonable number
of copies of solicitations publicized in
the Commerce Business Daily to be
available to those not initially solicit-
ed. It also implements P.L. 95-507 re-
quirement regarding citation of appli-
cable laws or agency rules for small
businesses.
5.2 Synopses of proposed contracts.

This subpart implements the Small
Business Act (15 U.S.C. 637(e)) which
empowers the Secretary of Commerce
to obtain notices (synopses)' of all pro-
posed defensb agency contracts of
$10,000 and' above and all civilian
agency contracts of $5,000 and above
and publicize them in the Commerce
Business Daily (CBD). It provides a
number of exceptions to this require-
ment. This subpart requires that the
synopses be transmitted to the CBD
no less than 10 days before issuing so-
licitations to allow concerns not on
current bidders lists time to prepare
offers. It also requires that in negoti-
ated acquisitions over $500,000 con-
tracting offices shall publish names
and' addresses of prospective offerors
in the CBD to enable small business
concerns and others interested in sub-
contracting to contact prospective
prime contractors early in the acquisi-
tion process.

5.3 Synopses of contract awards.
This subpart requires the synopses

in the CBD of all sole source awards
exceeding $10,000 and, for subcon-
tracting opportunities, all other
awards exceeding $25,000. It also re-
quires public announcement and Con-
gressional notification on the date of
award of all contracts exceeding
$1,000,000.
5.4 Release of information.

This subpart provides that contract-
ing offices make maximum informa-
tion In the acquisition process availa-
ble to the public. However, a high
level of business security must be
maintained in order to preserve the in-
tegrity of the acquisition -process.
When it is necessary to obtain infor-
mation from potential contractors and
others outside the Government for use
in preparing Government estimates,

PROPOSED RULES

contracting offices shall ensure that
the estimates are not publicized or dis-
cussed with prospective contractors.
This subpart also provides procedures
for release of long-range acquisition
estimates to assist industry planning.

5.5 Paid advertisements.

Although it will be moved to an-
other part of the FAR this subpart
currently contains policies and proce-
dures for the acquisition of paid adver-

- tisements.
PART 20-LABoR SuRPLus AREA

CONCERNS

20.1 General.

- This subpart prescribes definitions,
the basic Labor Surplus Area (LSA)
policy, effect of the Buy American
Act, and designations of depressed in-
dustries by the Federal Preparedness
Agency.

20.2 Set-asides.

This subpart includes policies and
procdures for total LSA set-asides
and with stated exceptions for De-
fense Department partial set-asides.
20.3 Labor surplus area subcontract-

ing program.

This subpart requires that in con-
tracts from $10,000 to $500,000, con-
tractors are required to use their best'
efforts to subcontract with LSA con-
cerns and in contracts exceeding
$500,000, contractors are required to
take affirmative actions to subcontract
with LSA concerns. The contract
clauses for both thresholds are includ-
ed for review and comment.

PART 25-FOREIGN ACQUISITION

25.1 Buy American Act-Supplies.

This subpart implements the Buy
American Act (41 U.S.C. 10) and Ex-
ecutive Order 10582, December 17,
1954 (as amended). It applies to supply
contracts and to contracts for services
that involye the furnishing of sup-
plies. It defines domestic end product
and requires, with certain exceptions,
that only domestic end products shall
be acquired for public use. One such
exception is if the cost of the domestic
product is unreasonable. To make this
determination 6% is added to the for-
eign offer if the domestic offer is from
a large business that is not a labor sur-
plus area concern and 12% if the do-
mestic offer is from a small business or
any labor surplus area concern. The
Department .of Defense use of 50% dif-
ferential is not extended to all agen-
cies by FAR.
25.2 Buy 4merican Act-Constrction

materials.
This subpart applies to contracts for

the construction, alteration, or repair
of any public building or public work

in the' United States. The Act requires
that, with certain exceptions, only do-
mestic construction materials be used
in construction in the United States. It
provides that, for evaluation purposes,
6% be added to each foreign construc-
tion material offered and requires of-
ferors proposing to use foreign materi-
als to provide adequate data for such
evaluation ard permits f alternative
offers 'for comparable domestic materi-
als at stated prices.
25.3 Balance of payments program.

This subpart provides policies and
procedures applicable to contracting
for supplies, services, or construction
for use outside the United States, and
provides for the use of excess or near-
excess foreign currency. In order to
reduce dollar expenditures overseas,
and thus improve the United States
balance of payments position, solicita-
tions for supplies and services for use
outside the United States shall, with
certain exceptions stated in the sub-
part, be restricted to domestic end
products and services. Acquisitions
paid for in excess or near-excess for-
eign currencies are an exception to the
balance of payments restrictions.
Excess and near-excess foreign curren-
cies shall be used whenever feasible in
payment of contracts valued at
$1,00,000 or more that are performed
in whole or in part in any of the coun-
tries listed in the subpart. The
$1,000,000 threshold has been newly
established becuase the reduced
amount of both the amount of U.S.
owned foreign currency and the
number of countries involved make de-
tailed procedures for using such cur-
rency inappropriate.
25.4 Payment in local foreign curren-

cy.

This subpart requires payment In
local currency when contracts are en-
tered into and performed outside the
U.S. with local foreign firms.

25.5 CustQms and duties.

This subpart provides policies and
procedures for exempting from Import
duties certain supplies purchased
under Government contracts. It re-
quires that agencies use such exemp-
tions whenever the anticipated savings
will outweigh the administrative costs
associated with processing the re-
quired documentation.

25.6 Restrictions on certain foreign
purchases.

This subpart requires, with. certain
exceptions, that agencies and their
contractors and subcontractors shall
not acquire supplies or services origi-
nating from sources within Rhodesia
or the Communist areas of North
Korea, Vietnam, Cambodia or Cuba.
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25.7 International agreements and
coordinatLiol-

This subpart requires that the con-
tracting officer determine the exist-
ence and applicability of any interna-
tional agreements and ensure compil-
ance when placing contracts with con-
tractors outside the U.S. for perform-
ance outside the U.S.
25.8 Omission of the examination of

records clause.

This subpart provides that the Ex-
amination of Records by Comptroller
General clause shall be Included In
contracts with foreign contractors
whenever possible. Omission of the
clause can be approved only after the
contracting agency has made all rea-
sonable efforts to include the clause.

PART 28-BoN"Ds AND INsumnIIcE

28.1 Bonds,

This subpart prescribes require-
ments and procedures for use of bonds
and all types of bid guarantees. It pro-
vides that the us of bid guarantees is
permissible only when a performance
bond or a performance and payment
bond Is required and that annual bid
bonds are not acceptable for construc-
tion contracts. It covers the amount of
bid guarantee required, noncompli-
ance with bid guarantee requirements.
performance and payment bonds for
construction and non-construction
contracts, advance payment bonds and
fidelity and forgery bonds.
28.2 Sureties.

This subpart prescribes procedures
for the use of sureties to protect the
Government from financial losses. It
defines acceptable corporate and Indi-
vidual sureties and requires that solici-
tations shall not preclude offerors
from utilizing the types of surety or
security permitted by this subpart.
unless prohibited by law or regulation.
This subpart provides for options in
lieu of sureties such as U.S. bonds or
notes. certified or dashler's checks,
bank drafts, money orders, or curren-
cy. Although located in Parts 52 and
53, applicable clauses and forms are in-
cluded here for review and comment.

Dated: March 5. 1979.

L sTER A. PE=TIG.
Administrator.

[FR Doc. 79-7171 Filed 3-8-79:8:45 am]
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notices
This section of the FEDERAL REGISTER contains documents other than rules or proposed rules that are applicable to the public. Notices of hearings and

investigations, committee meetings, agency decisions and rulings, delegations of authority, filing of petitions and applications and agency statements of
organization and functions are examples of documents appearing in this section.

[3410-16-M]
DEPARTMENT OF AGRICULTURE

Sol[ Conservation Service

CROOKED LAKE BAYOU WATERSHED,
ARKANSAS

Intent Not to File an Environmental Impact
Statement for Deauthorization of Federal
Funding of the Crooked Lake Bayou Water-
shed

Pursuant to Section -102(2)(C) of the
National Environmental Policy Act of
1969; the Council on Environmental
Quality Guidelines (40.CFR 1500); and
the Soil Conservation Service Guide-
lines (7 CFR 650); the Soil Conserva-
tion Service, U.S. Department of Agri-
culture, gives notice that an environ-
mental Impact statement is not-being
prepared for deauthorization of Feder-
al funds for the Crooked Lake Bayou
Watershed, Mississippi County, Arkan-
sas.

The environmental assessment of
this action indicates that the measure
plan will not cause significant adverse
local, regional, or national impacts on
the environment. As a result of these
findings, Mr. M. J. Spears, State Con-
servationist, has determined that the
preparation and-review of an environ-
mental impact statement is not needed
for this project.

The project concerns a plan for the
purpose of watershedprotection, flood
prevention, and agricultural water,
management on a 18,700-acre water-
shed. The project plan provides fund-
ing for accelerated technical assistance
for application of land treatment
measures on 16,000 acres of cropland-
and the installation of about 37.7
miles of drainage mains and laterals, a
pumpink plant, a levee, and two water
control structures.

The notice of intent not to prepare
an environmental impact statement
has been forwarded to the Environ-
mental Protection Agency.

The basic data developed during the
environmental assessment are on file
and may be reviewed by contacting
Mr. M. J. Spears, State Conservation-
ist, Soil Conservation Service, Federal
Office Building, 700 West Capitol
Avenue, Little Rock, Arkansas, 72203;
(501-378-5445). An environmental
impact appraisal has been prepared
and sent to various Federal, State, and
local agencies and interested parties. A
limited number of copies of the envi-

ronmental impact appraisal are availa-
ble to fill single copy requests at the
above address.

No' administrative action on imple-
mentation of the proposal will be
taken until May 8, 1979.
(Catalog of Federal Domestic Assistance
Program No. 10.904, Watershed Protection
and Flood Prevention Program, Pub. L. 83-
566, 16 U.S.C. 1001-1008.)

Dated: February 27, 1979.
VIcToR H. BARRY, Jr., -

Deputy Administrator
forPrograms.

[FR Doc. 79-7219 Filed 3-8-79; 8:45 am]

[3410-16-M]

GARRETT BRIDGE WATERSHED, ARKANSAS

Intent Not To File an Environmental Impact
Statement for Deauthorization of Federal
Funding of the Garrett Bridge Watershed

Pursuant to Section 102(2)(C) of the
National Environmental Policy Act of
1969; the Council on Environmental
Quality Guidelines (40 CFR 1500); and
the Soil Conservation Service Guide-
lines (7 CFR 650); the Soil Conserva-
tion Servfce,. U.S. Department of Agri-
culture, gives notice that an environ-
mental impact statement is not being
prepared for deauthorization of Feder-
al funds for the Garrett Bridge Water-
shed, Lincoln County, Arkansas.

The environmental assessment of
this action indicates that the measure
plan will not cause significant adverse
local, regional, or national impacts on
the environment. As a result of these
findings, Mr. M. J. Spears, State Con-
servationist, has determined that the
preparation and review of an environ-
mental impact statement is not needed
for this project.

The project concerns a plan for the
purpose of watershed protection, flood
prevention, and agricultural wqter
management on a 11,920-acre water-
shed. The planned works of improve-
ments include land treatment on
about 10,700 acres and the installation
of structural measures consisting of
channel work on about 26 miles of
drainage main, laterals and sublaterals
with appurtenances.

The notice of intent not to prepare
an environmental impact statement
has been forwarded to the Environ-
mental Protection Agency. The basic
data-developed during the environ-

mental assessment are on file and may
be reviewed by contacting Mr. M. J.
Spears, State Conservationist, Soil
Conservation Service, Federal Office
Building, 700 West Capitol Avenue,
Little Rock, Arkansas 72203; (501-378-
5445). An environmental tnipact ap-
praisal has been prepared and sent to
various Federal, State, and local agen-
cies and interested parties, A limited
number of copies of the environmental
impact appraisal are available to fill
single copy requests at the above ad-
dress.

No administrative action on Imple-
mentation of the proposal will be
taken until May 8, 1979.
(Catalog of Federal Domestic Assistance
Program No. 10.904, Watershed Protection
and Flood Prevention Program, Pub. L. 83-
566, 16 U.S.C. 1001-1008.)

Dated: February-27, 1979.
-VicToR H. BAmR, Jr.,

DeputyAdministrator
forPrograms.

[FR Doc. 79-7224 Filed 3-8-79; 8:45 am]

[3410-16-M]
RICHLAND CREEK WATERSHED PROJECT,

SOUTH DAKOTA

Intent Not To Prepare an Environmental Impact
Statement for Deauthorizatlon of Funding of
the Richland Creek Watershed

Pursuant to Section 102(2)(C) of the
National Environmental Policy Act of
1969; the Council on Environmental
Quality Guidelines (40 CFR 1500); and
the Soil Conservation Service Guide-
lines (7 CFR 650); the Soil Conserva-
tion Service, U.S. Department of Agri-
culture, gives notice that an environ-
mental impact statement Is not being
prepared for the deauthorization of
funding of the Richland Creek Water-
shed Project, -Union County, South
Dakota.

The environmental assessment of
this action indicates that deauthoriza-
tion of funding of the project will not
cause significant adverse local, region-
al, or national impacts on the environ-
ment. As a result of these findings,
Mr. Robert D. Swenson, State Conser-
vationist, has determined that the
preparation and review of an environ-
mental impact statement is not needed
for this action.

The project being deauthorized con-
cerns a plan for watershed protection
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and flood prevention. The planned
works of improvement include one
single purpose floodwater retarding
structure, and 3.5 miles of single pur-
pose channel improvement for flood
prevention.

The basic data developed during the
environmental assessment are on file
and may be reviewed- by interested
parties at the Soil Conservation Serv-
ice office, 200 Fourth Street, S.W.,
Huron, South Dakota 57350.

An environmental impact appraisal
has been prepared and sent to various
Federal, State, and local agencies, and
interested parties. A limited number of
copies of the environmental impact
appraisal is available to fill single copy
results at the above address.

No administrative action on imple-
mentation of the proposal will be
taken until May 8, 1979.
(Catalog of Federal Domestic Assistance
Program No. 10.904, Watershed Protection
and Flood Prevention Program, Pub, L 83-
566, 16 U.S.C. 1001-1008).

Dated: February 27, 1979.
VICTOR H. BARRY, Jr.,
DeputyAdministrator

for Programs.
[FR Doc. 79-7218 Filed 3-8-79; 8:45 am]

[3410-16-M]

TOWN OF RAMSEUR PUBLIC WATER-BASED
RECREATION RC&D MEASURE, NORTH
CAROLINA

Intent Not To.Prepare an Environmental Impact
Statement

Pursuant to Section 102(2)(C) of the
National Environmental Policy Act of
1969; the Council on Environmental
Quality Guidelines (40 CFR 1500); and
the Soil Conservation Servicp Guide-
lines (7 CFR 650); the Soil Conserva-
tion Service, U.S. Department of Agri-
culture, gives notice that- an environ-
mental impact statement is not being
prepared for the Town of Ramseur
Public Water-Based Recreation RC&D
Measure, Randolph County, North
Carolina.

The environmental assessment of
this federally assisted action indicates
that the project will not cause signifi-
cant local, regional, or national im-
pacts on the environmeit. As a result
of these findings, Mr. Jesse L. Hicks,
State Conservationist, has determined
that the preparation and review of an
environmental impact statement are
not needed for this project.

Th-e measure concerns a plan for
water-based recreation facilities for
the Town of Ramseur and surround-
ing area. The proposed measure will
provide 43,000 annual re6reation user
days.

The notice of intent not to prepare
an environmental impact statement

has been forwarded to the Environ-
mental Protection Agency. The basic
data developed during the environ-
mental assessment are on file and may
be reviewed by contacting Mr. Jesse L.
Hicks, State Conservationist, Soil Con-
servation Service, Room 544, Federal
Building, 310 New Bern Avenue, Ra-
leigh, North Carolina 27611, telephone
919-755-4210. An environmental
impact appraisal has been prepared
and sent to various Federal, State, and
local agencies and interested parties. A
limited number of copies of the envi-
ronmental impact appraisal are availa-
ble to fill single copy requests at the
above address.

Implementation of the proposal will
not be initiated until April 9, 1979.
(Catalog of Federal Domestic Assistance
Program No. 10.901, Resource Conservation
and Development Program-Pub. L 87-703,
16 U.S.C. 590 a-f. q.)

Dated: March 5, 1979.
VICTOR H. BARY, Jr.,

Deputy Administrator for Programs,

Soil Conservation Service
-FR Doc. 79-7217 Flied 3-8-79; 8:45 am]

[3410-16-M]

TRI-COUNTY TURKEY CREEK WATERSHED,
OKLAHOMA

Intent Not to Prepare on Environmental Impact
Statement

Pursuant to Setion 102(2)(C) of the
National Evnironmental Policy Act of
1969; the Council on Environmental
Quality Guidelines (40 CFR 1500); and
the Soil Conservation Service Guide-
lines (7 CFR 650); the Soil Conserva-
tion Service, U.S. Department of Agri-
culture, gives notice that an environ-
mental impact statement is not being
prepared for the remaining work in
the Tr-County Turkey Creek Water-
shed project, Harmon, Jackson, and
Greer Counties, Oklahoma.

The environmental assessment of
this federally assisted action indicates
that the remaining work in the project
will not cause significant local, region-
al, or national impacts on the environ-
ment. As a result of these findings,
Mr. Roland R. Willis, State Conserva-
tionist, has determined that the prepa-
ration and review of an environmental
impact statement is not needed for the
remaining work in this project.

The project concerns a plan for wa-
tershed protection and flood preven-
tion. The remaining planned works of
improvement include critical area
treatment 'and eight floodwater re-
tarding structures.

The notice of intent not to prepare
an environmental impact statement
has been forwarded to the Environ:
mental Protection Agency. The basic
data developed during the environ-

mental assessment is on file- and may
be reviewed by Interested parties at
the Soil Conservation Service. Agricul-
tural Center Building, Farm Road and
Brumley Street, Stillwater, Oklahoma
74074. An environmental impact ap-
praLsal has been prepared and sent to
various Federal, State, and local agen-
cies and interested parties. A limited
number of copies of the environmental
impact appraisal is available to fill
single copy requests.

No administrative action on imple-
mentation will be taken until May 8,
1979.
(Catalog of Federal Domestic Assistance
Program No. 10.904, Watershed Protection
and Flood Prevention Act-Public Law 83-
566.16 U.S.C. 1001-1008.)

Dated: February 28, 1979.
VICTOR H. BARRY, JR.,

DeputyAdministrato#
forPrograms.

[IFR Doc. 79-7225 Filed 3-8-79; 8:45 am]

[3410-16-M]

UPPER LITTLE MINNESOTA RIER WATERSHED
PROJECT, SOUTH DAKOTA

Intent Not to Prepare an Environmental Impad
Statement for Deauthorixation of Funding-of
the Upper Little Minnesota River Watershed

Pursuant to Section 102(2)(C) of the
National Environmental Policy Act of
1969; the Council on Environmental
Quality Guidelines (40 CFR Part
1500); and the Soil Conservation Serv-
Ice Guidelines (7 CPR Part 650); the
Soil Conservation Service, US. De-
partment of Agriculture, gives notice
that an environmental impact state-
ment is not being prepared for the
deauthorlzation of funding of the
Upper Little Minnesota River Water-
shed Project, Marshall and Roberts
Counties, South Dakota.

The environmental assessment of
this action indicates that deauthoriza-
tion of fundling of the project will not
cause significant adverse local, region-
al. or national impacts on the environ-
ment. As a result of these findings,
Mr. Robert D. Swenson, State Conser-
vationist, has determined that the
preparation and review of an environ-
mental impact statement is not needed
for this action.

The project being deauthorized con-
cerns a plan for watershed protection
and flood prevention. The planned
works of improvement include two
single purpose floodwater retarding
structures, and 13 miles of channel im-
provement.

The basic data developed during the
environmental assessment are on file
and may be reviewed by interested
parties at the Soil Conservation Serv-
ice office. Federal Building, 200
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Fourth Street, S.W., Huron, South
Dakota-57350.

An environmental impact appraisal
has been prepared and sent to various
'Federal, State, and local agencies, and
Interested parties. A limited number of
copies of the environmental impact
appraisal is available to fill single-copy
requests at the above address.

No administrative action on imple-
mentation of the proposal will be
taken until May 8, 1979.
(Catalog of Federal Domestic Assistance
Program No. 10.904, Watershed Protection
and Flood Prevention Program, Pub. I. 83-
566, 16 U-S.C. 1001-1008).

Dated, February 27, 1979.
VICTOR H. BARRY, Jr.,

Deputy Administrator
forPrograms.

[FR Doc. 79-7223 Filed 3-8-79; 8:45 am]

[6335-01-MI.

COMMISSION ON CIVIL RIGHTS
INDIANA ADVISORY COMMITTEE

Agenda and Notice of Open Meeting

Notice is hereby given, pursuant to
the provisions of the Rules and Rbgu-
lations of the U.S. Commission on
Civil Rights, that a planning meeting
of the Indiana Advisory Committee
(SAC) of the Commission will convene
at 7:00 p.m. and will end at 10:00 p.m.
on April 2, 1979, in the Ramada Inn,
1530 North Meridan Street, Indiana-
polis, Indiana 46202.

Persons wishing to attend this open
meeting should contact the Commit-
tee Chairperson, or the Midwestern
Regional Office of the Commission,
230 South Dearborn Street, 32nd
Floor, Chicago, Illinois 60604.

The purpose of this meeting is to
discuss the final draft of the Fort
Wayne School Desegregation follow-
up report. A report on the impact of
the Insurance Redlining Report and
conference released by the MWRO.
The status of rechartering of the Indi-
ana SAC.

This meeting will be conducted pur-
suant to the provisions of the Rules
and Regulations of the Commission.

Dated at Washington, D.C., March 5,
1979o

JOHN I. BINI.,
Advisory Committee
Management Officer.

[FR Doc. 79-7173 Filed 3-8-79; 8:45 am]

[6335-01-M]

NEBRASKA ADVISORY COMMITTEE
Agenda and Notice of Open Meeting

lations -of the U.S. Commission on
Civil Rights, that a planning meeting
of the Nebraska Advisory Committee
(SAC) of the Commission will convene
at 9:00 a.m. and will end at 2:00 -p.m.
on March 31, 1979, at the Western le-
braska Legal Services, 1724 Second
Avenue, Scottsbluff, Nebraska 69361.

Persons 'wishing to' attend this open
meeting hould contact the Commit-
tee Chairperson, or the Central States
Regional Office of the Commission,
911 Walnut Street, Room 3103, Kansas
City, Missouri 64106.

The purpose\of this meeting is to
review the provision of public agency
seri'ices td Western Nebraska minority.
groups. The committee will also review
the activity of staff and subcommit-
tees.

This meeting will be conducted pur-
suant to the provisions of the Rules
and Regulations of the Commission.

Dated at Washington, D.C., March 5,
1979.

JOHN L BiNxLEY,
Advisory Comniittee Management

Officer.
[FR Doc. 79-7174 Filed 3-8-79; 8:45 am]

[6335-01-M]
NEW JERSEY ADVISORY COMMITTEE

Agenda and Notice of Open Meeting

Notice is hereby given, pursuant to
the provisions of the Rules and Regu-
lations of the U.S, Commission on
Civil Rights, that a planning meeting
of the New Jersey Advisory Commit-
tee (SAC) of the Commission will con-
vene at 6:30 p.m. and will end at 8:30
p.m. on April 23, 1979, in the Hilton
Gateway, Gateway Center, Newark,
New Jersey 07102.

Persons wishing to attend this open
meeting should contact the Commit-
tee Chairperson, or the Northeastern
Regional Office of the Commission, 26
Federal Plaza, Room 1639, New York,
New York 10007.

The purpose of this meeting Is to
discuss program planning.

This meeting will be conducted pur-
suant to the- provisions of the Rules
and Regulations of the Commission.

Dated at Washington, D.C., March 6,
1979.

JoHN L Bnsia.Ey,
Advisory Committee
Management Officer.

[FR Doc. 79-7175 Filed 3-7-79; 8:45 aml

[6335-01-M]
VERMONT ADVISORY COMMITTEE

Agenda and Notice of Open Meeting

tions of the U.S. Commission on Civil
Rights, that a planning meeting of the
Vermont Advisory Committee (SAC)
of the Commission will convene at 7:30
p.m. and will end at 9:30 p.m. on April
5, 1979, in the Tavern Motor Inn,
Montpelier, Vermont.

Persons wishing to attend this open
meeting should contact the Commit-
tee Chairperson, or the Northeastern
Regional Office of the Commission, 26
Federal Plaza, Room 1639, New York,
New York 10007.

The purpose pf this meeting is to
discuss program planning.

This meeting will be conducted pur-
suant to the provisions of the Rules
and Regulations of the Commission.
.Dated at Washington, D.C., March 5,

1979.
JOHN I. BINH.Y,

Advisory Committee Management
Officer.

[M Doc. 79-7176 Filed 3-8-79; 8:45 am]

[6335-01-M]

WISCONSIN ADVISORY COMMITTEE

Agenda and Notice of Open Meeting

Notice is hereby given, pursuant to
the prdvisions of the Rules and Regu-
lations of the U.S, Commission on
Civil Rights, that a planning meeting
of the Wisconsin Advisory Committee
(SAC) of'the Commission will convene
at 6:30 p.m. and will end at 9:00 p.m.
on April 2, 1979, in the Spanish
Center, 614 W. National,, Milwaukee,
Wisconsin 51204.

Persons wishing to attend 'this open
meeting should contact the Commit-
tee Chairperson, or the Midwestern
Regional Office of the Commission,
230 South Dearborn Street, 32nd
Floor, Chicago, Illinois 60604.

The prupose of this meeting is to
.discuss Vocational Education Study-
of analysis of ethnic data, timetable
projection for project..

This mgeting will be conducted pur-
suant to the provisions of the Rules
and Regulations bf the Commission.

Dated at Washington, D.C., March 6,
1979.

JOHN I. BINKLEY,
Advisory Committee

Management Officer.
[FRIDoc. 79-7177 Filed 3-8-79; 8:45 am]

[3510-25-M]

DEPARTMENT OF COMMERCE

Industry and Trade AdminIstration

EXPORTERS' TEXTILE ADVISORY COMMITTEE

Public Meeting

Notice is hereby' given, pursuant to- . Notice is hereby given, pursuant to Pursuant to Section 10(a)(2) of the
the provisions of the Rules-and Regu- the provision of the Rules and Regula- Federal Advisory Committee Act, as
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amended, 5 U.S.C. App. (1976) notice is
hereby given that a meeting of the Ex-
porters' Textile Advisory Committee
will be held at 10:00 A.M., on April 18,
1979, in Room 3708, U.S. Department
of Commerce, Main Commerce Build-
ing, 14th and Constitution Avenue,
N.W., Washington, D.C. 20230.

The Committee, which is comprised
of 30 members involved in textile and
apparel exporting, advises Department
officials concerning ways of increasing
U.S. exports of textile and apparel
products.

The agenda for the meeting is as fol-
lows:

1. Review of Export Data
2. Report on Conditions in the Export

Market
3. Recent Foreign Restrictions Affecting

Testiles
4. Other Business

A limited number of seats will be
available to the public on a first come
basis. The public may file written
statements with the Committee before
or after the meeting. Oral statements
may be prepared at the end of the
meeting to the extent time is availa-
ble.

Copies of the minutes of the meet-
ing will be made available on written
request addressed to the ITA Freedom
of Information Officer, Freedom of In-
formation Control Desk, Room 3100,
U.S. Department of Commerce, Wash-
ington, D.C. 20230.

Further information concerning the
Committee may be obtained from
Arthur Garel, Director, Office of Tex-
tiles, Main Commerce Building. U.S.
Department of Commerce, Waslfing-
ton, D.C. 20230, telephone 202-377-
5078.

Dated: March 6, 1979.
ROBERT E. SHEPHRa,

Deputy Assistant Secretary for
Domestic Business -Develop-
ment.

[FR Dom. 79-7158 Filed 3-8-79; 8:45 am]

[3510-22-M]
Notional Oceanic and Atmospheric

Administration

GULF OF MEXICO AND SOUTH ATLANTIC
.FISHERY MANAGEMENT COUNCIL'S CORAL
REEF RESOURCES SUBPANELS

Public Meeting

AGENCY: National Marine Fisheries
Service, NOAA.
SUMMARY: The Gulf of Mexico and'
South Atlantic Fishery Management
Councils were established by Section
302 of the Fishery Conservation and
Management Act of 1976 (Pub. L. 94-
265), and 'the Councils have estab-
lished Advisory Subpanels on corals

which will meet to review a di
ery management plan on coral
DATES: The meeting will con
Thursday, March 29, 1979, at 8
and adjourn at 4:30 pm. The
is open to the public.

ADDRESS: The meeting w
place in Council headquarter
Lincoln Center, 5401 West I
Boulevard, Tampa, Florida.

FOR FURTHER INFORV
CONTACT,

Wayne E. Swingle, Executh
tor, Gulf of Mexico Fishery
ment Council, Lincoln Cent
881, 5401 West Kennedy Bc
Tampa, Florida 33609, Te
(813) 228-2815.
Dated: March 6, 1979.

WINFRED H. NEBO
Executive Dire

National Marine Fisheries,
(FR Doe. 79-7228 Filed 3-8-79; 8

[3510-22-M]
MID-ATLANTIC FISHERY MANAG

COUNCIL

,Public Meeting

AGENCY: National Marine I
Service, NOAA.
SUMMARY: The Mld-Atlan
ery Management Council, est
by Section 302 of the Fishery
vation and Management Act
(Pub. L. 94-265), will meet to
(1) surf clam/shark fishery
ment plans (FMPs); (2) st
FMIPs; and (3) other Admin
matters.

DATES: The meeting will con
Wednesday, April 11, 1979, a
and will adjourn on Friday,
1979, at, approximately 1 p
meeting is open to the public.

ADDRESS: The meeting w
place at the Best Western
Motel. Philadelphia Internatli
port, Philadelphia, Pennsylva
365-7000.
FOR FURTHER IIFOR
CONTACT:.

John C. Bryson. Executive
Mid-Atlantic Fishery Man
Council, North and New
Room 2115, Federal Buildin
Delaware 19901, Telephon
674-2331.
Dated: March 6, 1979.

WINFRED H. MsnOHU,
Executive Directo

National Marine Fisheries
[FR Doc. 79-7227 Fied 3-8-79; 8

raft fish-
Is.

ivene on
:30 a.m.,
meeting

[3510-22-M]
NEW ENGLAND FISHERY MANAGEMENT

COUNCI.S SCIENTIFIC AND STATISTICAL
COMMITTEE

Public Meeting

ilil take AGENCY: National Marine Fisheries
s at the Service, NOAA.
Kennedy SUMMARY: The New England Fish-

ery Management Council was estab-
&ATION lshed by Section 302 of the Fishery

Conservation and Management. Act of

re Direc- 1976 (Pub. 1, 94-265), and the Council
e- has established the Scientific and Sta-Manage tistical Committee which will meet to

er. Suite discuss analysl of biological and eco-
ulevard, nomic impacts of silver hake and sea
lephone: scallop management strategies.

DATES: The meeting will convene on
Friday, March 23, 1979, at approxi-

IN, mately 9:30 a.m. and will adjourn at
ector, approximately 5 p.m. The meeting is
'ervice open to the public.
:45 =3 ADDRESS: The meeting will take

place at the JFK Building, Room
1900A, Government Center, Cam-
bridge Street, Boston, Massachusetts. &

EMENT FOR FURTHER INFORMATION
CONTAGT.

New England Fishery Management
Council. Peabody Office Building,

Fisherles One Newbury Street, Peabody, Mas-
sachusetts 01960, Telephone: (617)

tic Fish- 535-5450.
ablished SUPPLEMENTARY INFORMATION:
* Conser- For informatie on seating arrange-
of 1976 ments, changes to the agenda, and/or
discuss: written comments, contact the Coun-

manage- cil.
tus of

tistrative Dated: March 6, 1979.
WniRaz H. MEMOHJ,

ivene on ExecutiveDirector
t 1 p.m. National Marine Fisheries Service.
April 13, [FR Doc. 79-7229 Filed 3-8-79; 8:45 am]
.m. The

4ll take [3510-22-M]
Airport DR. KENNETH S. NORRIS, UNIVERSITY OF

onal Air- CALIFORNIA
daa (215) Notice of Modification of Permit

&ATION Notice is hereby given that, pursu-
ant to the provisions of §§ 216.33(d)
and (e) of the Regulations Governing

Director, the Taking and Importing of Marine
agement Mammals (39 FR 1851, January 15,
Streets, 1974), Scientific Research Permit No.
g, Dover, 219, Issued to Dr. Kenneth S. Norris,
e: (302) University of California at Santa Cruz,

on January 31, 1978, is modified in the
following manner:

1. Section A is modified by adding a
new Section A-3, as follows:"3. Aerial surveys of spinner por-

,ervice. poLte may be conducted at 500 feet
:45 am] which may cause harassment of some

individuals within the population."
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2. Section B is. modified - by deleting
Section B-6 and substituting a new
Section B-6 as follows:

"6. This permit is valid with respect
to the activities authorized herein
until December 30, 1981."

This modification is effective on
March 9, 1979.

The Permit, as modified, and docu-
mentation pertaining, to the modifica-
tion, is available for review in the fol-
lowing offices: Assistant Administrator
for Fisheries, National Marine Fisher-
ies Service, 3300 Whitehaven Street,
N.W., Washington, D.C.; and Regional
Director, National Marine Fisheries
Service, Southwest Region, 300 South
Ferry Street, Terminal Island, Califor-
nia, 90731.

February 28, 1979.
Wn-FaE H. MEMOHM,

Associate Director
National Marine Fisheries Service.

[FR Doe. 79-7231 Filed 3-8-79; 8:45 am]

[3510-22-M]

NORTHWEST FISHERIES CENTER

Notice 9f Modification of Permit

Notice is hereby given that, pursu-
ant to the provisions of §§ 216.33 (d)
and (e) of the Regulations Governing
the Taking and Importing of Marine
Mammals (39 FR 1851, January 15,
1974), the Scientific Research Permit
No. 71 issued to the Northwest Fisher-
ies Center, National Marine Fisheries
Service, on January 21, 1975, as modi-
fied on October 6, 1975, is further
modified as follows:

1. Section A-1 is modified by adding
a new subsection c, as follows:

"c. Up to 10 Pacific harbor seals
(Phoca vitulina richardii)."

2. Section A-3 is modified by delet-
ing subsection b and substituting a
new subsection b, as follows:

"b. Up to 10 Pacific harbor seals
(Phoca vitulina richardii)."

This modification is effective on the
date of publication of this Noticex in
the FEDERAL REGISTER and allows a
take by capture, mark and release vice
killing of 10, of the 20 animals author-
ized to be taken by killing.

The Permit, as modified, and docu-
mentation pertaining to the modifica-
tion is available for review in the
Office of the Assistant Administrator
for FPiheries, National Marine Fisher-
les Service, 3300 Whitehaven Street,
N.W., Washington, D.C.; Regional Di-
rector, National, Marine Fisheries
Service, Southwest Region, 300 South
Ferry Street, Terminal Island, Califor-
nia, 90731; and Regional Director, Na-
tional Marine Fisheries Service,
Northwest Region, 1700 Westlake
Avenue, North, Seattle, Washington,
98109.

NOTICES

Dated: February 26, 1979.

WINFRE11 H. MMOrM,
Associate Director,

National Marine Fisheries Service;
[FR Doe. 79-7230 Filed 3-8-79; 8:45 am]

[3510-13-M]

Office of the Secretary

NATIONAL VOLUNTARY LABORATORY
ACCREDITATION PROGRAM

Final General and Specific Criteria for Accred-
iting Laboratories That Test Thermal Insula-
tion Materials; Correction and Notice of Fees
and Charges To Accredit Laboratories Which
Test Thermal Insulatibn Materials; Correction

AGENCY: Assistant Secretary of Com-
merce for Science and Technology.
ACTION: Correction of the notice an-
nouncing the final general and specific
criteria for accrediting laboratories
which test thermal insulation materi-
als and the accompanying notice an-
nouncing the fees and charges to ac-
credit laboratories which test thermal
insulation materials under the proce-
dures of the National Voluntary Labo-
ratory Accreditation Program
(NVLAP).
SUMMARY: One section of the gener-
al criteria, section G2.5.4, was inad-
vertently left out of the notice pub-
lished in the FEDEALs REGISTER on Jan-
uary 18, 1979 (44 FR 3886-3905). In ad-
dition, the typical cost of proficiency
sample testing, cited as $80 per test
performed in the accompanying FED-
ERAL REGISTER -notice (44 F. 3906),
should be $80 per year for each test
method. This effectively- reduces the
fee for proficiency testing to one-half
that cited in the notice since two such
tests are typically required every year.
Finally, there were several typographi-
cal errors which are corrected.

DATES: These corrections shall go
into effect on March 9, 1979.

FOR FURTHER INFORMATION
CONTACT:

Dr. Howard I. Forman, Deputy As-
sistant Secretary for Product Stand-
ards, Room ,3876, U.S. Department
of Commerce, Washington, DC
20230; (202) 377-3221.

SUPPLEMENTAL INFORMATION:
On January 18, 1979, the Department
of Commerce (Department) an-
nounced in the FEDERAL. REGISTER (44
FR 3886-3905) the issuance of final
general and specific criteria for testing
thermal insulation materials under
the procedures of NVLAP; In an ac-
companying notice published in the
FEDERAL REGISTER on the same day (44
FR 3906) the Department announced
the fees and charges to accredit labo-
ratories which test thermal insulation

materials under NVLAP. Corrections
are made in these notices as follows:

1. Page 3886, second column, second
line under the heading "DATES".
Remove the parenthetical expression
and substitute the words "February
-17,1979" without parentheses.

2. Page 3891, second column. Add
after section **G2.5.3: "**G2.5.4 Cur.
rent regulations, test standards and
specifications;". This item is Identical
to the section G2.5.4 which was con-
tained in the proposed criteria (43 FR
45293).
• 3. Page 3891, second column, In sec-
tion G2.6.1, third line. Insert the word
"and" after "general".

4. Page 3892, first column, sixth line
under Specific Criteria. Change the
heading "Criteria S1" to "Criterion
SI".

5. Page 3892, first column, ninth line
in the NOTE which follows section
S1.2. Change the word "Examiners" to
"Evaluators".
•6. Page 3906, third column, third

line. Change the expression "nominal-
ly $80" to "typically $80 per year",

7. Page 3906, third column, twelfth
lineReplace "$160" with "$80".

8. Page 3906, third column, seven-
teenth line under "Example Calcula-
tion". Replace "$320" with "$160".

9. Page 3906, third column, nine-
teenth -line under "Example Calcula-
tion", Replace "$2,095" with "$1,935".

Dated: February 28, 1979.
JORDAN J. BARUCH,

AssistantSecretary for
Science and Technology

1711 Doc. 79-7042 Filed 3-8-79; 8:45 am]

[3510-16-M]

Patent and Trademark Office

CLOSING ON TUESDAY, FEBRUARY 20, 1979,
DUE TO HEAVY SNOW

Notice is hereby given of the follow-
ing announcement, Issued by the
Patent and Trademark Office on Feb-
ruary 21, 1979, designating February
20, 19797 a holiday for the purpose of
taking action or paying fees due that
day in ,patent and trademark matters
in the Patent and Trademark Office:

Closing of Patent and Trademark
Office, Tuesday, February 20, 1979

In view of the fact that Federal and
District of Columbia government of-
fices in the Washington, D.C. metro-
politan area, including the Patent and
Trademark Office, were officially
closed on February 20, 1979, the
Patent and Trademark Office will con-
sider February 20, 1979, a "holiday
within the District of Columbia"
under 35 U.S.C. § 21. Any action or fee
due that day will be considered as
timely for the purposes of, e.g., 35
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U.S.C. J§ 119, 133 and 151, if the action
is taken. or fee paid, on February 21,
1979. Papers deposited in U.S. Depart-
ment of Commerce District Offices on
February 20, 1979, will similarly be
considered timely f5r the purposes of
35 U.S.C. §§ 119, .33 and 151.

RE--s D. TEGTm
Assistant Cor--nissioner (Acting

Commissio7r -of Patents and
Trademarks

MA cH 6, 1979.
UR Doe. 79-7216 tiled 3-8-79; 8:45 a3

[6820-33-M]

COMMITTEE FOR PURCHASE FROM
THE BLIND AND OTHER SEVERELY
HANDICAPPED

PROCUREMENT UST 1979

Additions

AGENCY: Committee for Purchase
from the Blind and Other Severely
Handicapped.

ACTION: Additions to Procurement
List.

SUiMMARY: This -action adds to Pro-
curement List 1979 a service to be pro-
vided by and a commodity to be pro-
duced by 'workshops for the blind or
other severely handicapped.

EFFECTIVE DATE. March'9, 1979.

ADDRESS: Committee for Purchase
from the Blind and Other Severely
Handicapped, 2009 14th Street North,
Suite 610, Arlington, Virginia 2220L

FOR FURTHER INFORMATION
CONTACT-,

C. W. Fletcher, (703) 557-1145

SUPPLEMENTARY INFORMATION:
On October 20. 1978 and December 22,
1978 the Committee for Purchase
from the Blind and Other Severely
Handicapped published notices (43 FR
49035 and 43 FR 59868) of proposed
additions to Procurement List 1979.
November 15. 1978 (43 FR 53151).

After consideration of the relevant
matter presented, the Committee has
determined that the service and the
commodity listed below are suitable
for procurement by the Federal Gov-
ernment under 41 U.S.C. 46-48c, 85
Stat. 77-

Accordingly, the following service
and commodity are hereby added to
Procurement List 1979:

.SIC 0782: Grounds Maintenance. Bldgs:
11254. -M311, M312. M3171318. M325, 1M339.
M4340, 1495, Naval Air Station Mramar,
San Diego, California.

C7a= 8445: Scarf, Neckwear 8445-00-549-
5363.

C. W. FL mm
FTecutive Director.

(FR Doe. 79-7184 Filed 3-8-79; 8.,45 am]

[6820-33-MI

PROCUREMENT UST 1979

Proposed Additions

AGENCY: Committee for Purchase
from the Blind and Other Severely
Handicapped.
ACTION: Proposed Additions to Pro-
cprement List.
SUMMARY: The Committee has re-
ceived proposals to add to Procure-
ment List 1979 commodities to be pro-
duced by and servlce to be provided by
workshops for the blind and other se-
verely handicapped.
COMMENTS MUST BE RECEIVED
ON OR BEFORE: April 11, 1979.
ADDRESS: Committee for Purchase
from the Blind and Other Severely
Handicapped, 2009 14th Street North,
Suite 610, Arlington, Virginia 2220L
"FOR FURTHER INFORMATION
CONTACT'

C. W. Fletcher, (703) 557-1145
SUPPLEMENTARY INFORMATION:
This notice is published pursuant to 41
U.S.C. 47(a)(2), 85 Stat. 77.

If the Committee approves the pro-
posed additions, all entities of the Fed-
eral Government will be required to
procure the commodities and service
listed below from workshops for the
blind or other severely handicapped.

It Is proposed to add the following
commodities and service to Procure-
ment List 1979, November 15, 1978 (43
FR 53151):
Class None: Lead Seal with Cord. Postal

Service Item No. 0815.
Cla 1210: Mattress. Innerspring with

Vinyl/Nylon Laminated Ticking.
Class 7530: Paper, TeletypeuTiter Roll.

7530-00-223-7966 (GSA Regions 1, 2, 3. 7;
S. 9. and 10).

Class 7910:
Fad. Floor PolLshing Machine-

1910-00-685-6686
7910-00-685-6687
7910-00-685-3908
7910-00-685-6671
7910-00485-3909
7910-00-685-6672
7910-00-685-3910
7910-00-685-4239
7910-00-685-4242
7910-00-685-4241
7910-00-685-4245
7910-00-685-6656
7910-00-685-6657
7910-00-685-3912
7910-00-685-6659
7910-00-685-3915
7910-00-685-6660
7910-00-685-3914

"7910-00-685-4240
7910-00-685-4243
7910-00-8,5I244

Class 7920: Pad. Scouring. 7920-00-151-O120
SIC 7349: Custodial Service. Federal Build-

ing, Gallup, New Mexico.
C. W.PrracHEn.

Executive Director.
CFR Doc. 79-7185 Filed 3-8-79; 8:45 am]

[6355-01-M1
CONSUMER PRODUCT SAFETY

COMMISSION
PRODUCT SAFETY ADVISORY COUNCIL

,Meeting

AGENCY: Consumer Product Safety
Commission.
ACTION: Notice of Meeting. Product
Safety Advisory Council

SUMMARY: This notice announces a
meeting of the Product Safety Adviso-
ry Council on Monday, March 26,
1979, from 9 a m. to 5 p.m. and Tues-
day, March 27, 1979, from 9 am. to
3:45 p.m. The meeting -will be held at
1111 18th Street, N.W., Washington,
D.C. 20207, Third Floor Conference
'Room.

FOR FURTHER INFORMATION
CONTACT.

Sadye E. Dunn, Office of the Secre-
tary, Suite 300, 1111 18th Street,
N.W., Washington. D.C. 20207, 202/
634-7700.

SUPPLEMENTAL INFORMATION:
The Product Safety Advisory Council
was established by section 28 of the
Consumer Product Safety Act, which
provides that the Commission may
consult with the Council before pre-
scribing a consumer product safety
rule or taking other action under the
Act. The proposed agenda for Monday,
March 26. includes issues related to
CPSC's evaluation program and pro-
posed policies concerning the appear-
ance and content of safety related
public notifications involving correc-
tive action. For Tuesday, March 27,
the proposed agenda includes issues
xelated to the revocation of regula-
tions with specific focus on CPSC's
safety standard for swimming pool
alides and issues related to CPSC's
proposed regulations for recordkeep-
Ing of consumer product safety com-
plaints. The meeting is open to the
public; however, space is limited. Per-
sons who wish to make oral or written
presentation to the Product Safety
Advisory Council should notify the
Office of the Secretary (see address
above) by March 20, 1979. The notifi-
cation should list the name of the indi-
vidual who will make the presentation,
the person, company, group or indus-
try on whose behalf the presentation
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will be made, the subject matter, and
the approximate time requested. Time
permitting, these presentations and
other statements from the audience to
members of the Council may be al-
lowed by the presiding officer.

Dated: March 6, 1979.

SADYE E. DuNN,
Secretary, Consumer Product

Safety Commission.
[FR Doc.'79-7136 Filed 3-8-79; 8:45 am]

[3910-01-M]
DEPARTMENT OF DEFENSE'

Department of the Air Force

FLIGHT OPERATIONS IN THE SELLS AIRSPACE
OVERLYING THE PAPAGO INDIAN RESER-
VATION; SOUTHERN ARIZONA

Public Hearing

MARCH 6, 1979.
An informal public hearing will be

held for the purpose of soliciting com-
ments from the public on the Draft
Environmental Impact Statement
(EIS) on Flight Operations in the Sells
Airspace overlying the Papago Indian
Reservation, Southern Arizona. The
hearing is scheduled-to be conducted.
on March 27, 1979 at 9 a.m. at the
Santa.Rosa Community Center ori the
Papago Indian Reservation. The pre-
siding officer will be Colonel Win. E.
Cordingly.

The -Draft EIS was filed with the
Environmental Protection Agency on
February 9, 1979. The statement con-
siders,. as a continuing activity, the im-
pacts of current and future aircrew
training in the airspace over the
Papago Indian Reservation, commonly
referred to as the Sells Airspace.
Training in this airspace is conducted
by Air Force and Air National Guard
units stationed at Luke" AFB and Wil-
liams AFB near Phoenix, Arizona and
at Davis-Monthan AFB and Tucson
International Airport near Tucson, Ar-
Izona.

The following procedures will apply
during the hearing. Individual speak-
ers will be limited to five minutes with
ten minutes for a group spokesman.
There will be-no relinquishing of time
by one speaker to another. The time
limit may be waived at the discretion
of the presiding officer. Written state-
ments in addition to, or in lieu of, oral
presentations will be accepted. These
should be submitted to the hearing of-
ficer or as directed at the hearing.
Written statements must be received
no later than April 2, 1979 in order to
be included in the hearing record.

Directions to Santa Rosa *are as fol-
lows: from Tucson take State Route 86
west to Covered Wells, then north on
Indian Route 15 to Santa Rosa; from
Phoenix take Interstate 10 south to

NOTICES

State Route 93 near Casa Grande,
south on Route 93 to Indian Route 15
and continue south to Santa Rosa.
FOR FURTHER INFORMATION
CONTACT:

Mr. Thomas L. Lord, Headquarters
Tactical Air Command (HQ TAC/
DEEV) Langley AFB, VA 23665,
phone,(804) 764-7844.

CAROL M. ROSE,
Air Force Federal Register

Liaison Officer.
[FR Doc. 79-7161 Filed 3-8-79; 8:45 am]

[6450-01-M]

DEPARTMENT OF ENERGY

NATIONAL - PETROLEUM COUNCIL, TASK
GROUPS OF THE COMMITTEE, ON MATERI-
ALS AND MANPOWER REQUIREMENTS

Notice of Meetings

Notice is hereby given that a sub-
committee and two task groups of the
Committee on Materials and Manpow-
er Requirements will meet in-March
1979. The National Petroleum Council
was established to provide advice, in-
formation, and recommendations to
the Secretary of Energy on matters re-
lating to oil and natural gas 'or the oil
and natural gas industries. The Com-
mittee on Materials and Manpower
Requirements will analyze the poten-
tial constraints in these areas .which
may inhibit future production and will
report its findings to the national Pe-
troleum Council. Its analysis and find-
ings will be based on information and
data to be gathered by the various
task groups. The subcommittee sched-
uling a meeting is the Government
Subcommittee. The two task groups
scheduling meetings are the Task
Group'on Business Environment and
the Task Group on Production Equip-
ment. The time, location and agenda
of each task group meeting follows:

The second meeting of the Govern-
ment Subcommittee ' will be on
Wednesday, March 21, 1979, starting
at 9:00 a.m. in the Main Conference
Room on the 26th floor of the General
Crude Oil Company's office, One Allen
Center, Building, 500 Dallas Street,
Houston, Texas.

The tentative agenda for the meet-
ing follows:

1. Introductory remarks by Chair-
man and Government Cochairman.

2. Discussion of the study method-
ology to be employed by the Govern-
ment Subcommittee and a review of
assignments.

3. Discussion of the timetable of the
Government Subcommittee.

4. Discussion of any other matters
pertinent to the overall assignment of
the Government Subcommittee.

The second meeting of the Business
Environment Task Group will be on
Thursday, March 15, 1979, starting at
9:00 a.m. In the Main Conference
Room on the 26th floor of the General
Crude Oil Company's offices, One
Allen Center Building, 500 Dallas
Street, Houston, Texas.

The tentative agenda for the meet-
ing follows,

1. Introductory remarks by Chair-
man and Government Cochairman.

2. Discussion of the information
needed by the Business Environment
Task Group for completion of assign-
ments.

3. Discussion of sources of informa-
tion required by the Business Environ-
ment' Task Group.

4. Discussion of any other matters
pertinent to the overall assignment of
the Business Environment Task
Group.
The third meeting of the Production

Equipment Task Group will be re-
scheduled from Wednesday, February
28, 1979, to Wednesday, March 28,
1979, starting at 9:00 a.m., lI Room
1992 on the 19th floor of the Exxon
Building, 800 Bell Avenue, Houston,
Texas.

The tentative agenda for the meet.
ing follows:

1. Introductory remarks by Chair-
man and-Government Cochairman,

2. Review of progress of the Produc-
tion Equipment Task Group.

3. Discussion of the timetable of the
Production Equipment Task Group, '

4. Discussion of any other matters
pertinent to the overall assignment of
the Production Equipment Task
Group.

The meetings are open to the public.
The chairmen of the subcommittee
and task groups are empowered to con-
duct the meetings in a fashion that,
will, in their judgment, facilitate the
orderly conduct of business. Any
member of the public who wishes to
file a written statement with the sub-
committee or task groups will be per-
mitted to do so, either before or after
the meetings. Members of the public
who wish to make oral statements
should inform James R. Hemphill,
Office of Resource Applications, 202/
633-8383, prior to the meeting and rea-
sonable provision will be made for
their appearance on the agenda.

Summary minutes of the meetings
will be available for public review at
the Freedom of Information Public
Reading Room, Room GA 152, DOE,
Forrestal Building, 1000 Independence
Avenue, SW., Washington, D.C., be-
tween the hours of 8 a.m. and 4:30
p.m., Monday through Friday, except
Federal holidays.
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Issued at Washington, D.C., on Dated: March 1. 1979. ed (42 U.S.C. 2160) notice is hereby
March, 1979, HAROLD D. BENGELSDORF, given of proposed "subsequent ar-

GEORGE S. McIsAAC, Directorfor NuclearAffairs rangements" under the Additional
AsIternational Programs. Agreement Between the GovernmentAsstantSecretaryfor I aioof the United States of America and

ResourceAppications. [FR Doe. 79-71661 Iled 3-8-79:8:45 am] the European Atomic Energy Commu-
MAR~i 5,1979. nlty (EURATOM) Confrning the

Peaceful Uses of Atomic Energy and
IM Dor9-7145 7iled!3--4; Z:45 am] 16450-61-M] the Agreement for Cooperation -Be-

tween the Government of the United
Office of Assistant Secretary for International States of America and the Govern-

16450-01-M] Afairs ments of Brazil, Canada, Japan. and

Office of Assisloni Secretary for International PEACEFUL USES OF ATOMIC ENERGY Portugal.

ATfairs Proposed Subsequent Arrangement The subsequent -arrangements to be
carried ott under the above mentioned

PEACEFUL USES OFATOMIC ENERGY Pursuant to Section 131 of the agreements involve the following ship-

-Proposed Subsequent'Arrangement Atomic Energy Act of 1954. as amend- ments:

Pursuant to section 131 of the
Atomic Energy Act %of 1954, as amend- -Contract No. UnIted tatesto Dezcriptlon of material

ed (42 U.S.C. 2160) notice is hereby
given of a proposed -subsequent ar-
rangem-ent" under the Additional _ _BR-27 Brazil 10 plates containing approximately 250 mg Uranl-
Agreement Between the United States un-238 with approximately 400 ppm U-235 as
of America and the~ European Atomic standard samples for X-ray diffractlan to check

phae transformatlon and change In crystallite
Energy Community (EURATOM) dimensions at the Iratltueo de Energia Atomla.
Concerning the Peaceful Uses of Sao Paulo. Brazil
Atomic Energy -and the Agreement for S-CA-263 Canada 20 mg of thorium enriched 80-99% In Th-230. for

Isotope dIlutIon/mass spectometrlc analysis ofCooperation Between the Government thorium In materils relating to fuel wate man-
of the United 'States of America and a temeat and safeguards pmrrms -1 Atormc
the Governments of the Republic of Energy of Canada. Ld. Whiteshell Nuclear Re-

search Establishment. Plnawa. Canada.
AUSt-. and Japan. s-CA- _ - _mg Canada - 1= Plutonium oxide. enriched to 9 255%Pu-242

The subsequent arrangements -to be far trace analysis by Isotope dilution technique

carried out under the above mentioned for AtomicEnergy df Canada.Ttd.- at'Whiteshell
Nuclear Ietearch Establishment. Pinaws.

agreement involves: c da.
(1) Retransfer from West Germany S-CA-266 Canada_ _ 10 mg U-234 and 10 g U-238 for determinaton of

to Austria, RTD/AT(EU)-51, 3.9g U. iace of cround water. as a desired parameter
in the study of pozsible sites for dispoz if nu-

containing 3.5g U-235. Ag U-238, and clear wate. for Atomic Energy of Canada. ltd.
16.0g Thorium. Irradiated fuel spheres at WbltesheU Nuclear Research Establishment-.
for destructive post-lrradiation exami- Pinawa. Canada.
nation at Sebersdorf. S-A-2 gaX_ Cannada..500 curtm of tritlum .azato provide a triton bem

at the Mcjaster Univer ity. FN Tandem Acce!-
(2) Contract' WC-EU-1I1. United erator. at Ontario. Canada.

States sale to Italy, 88.7g U, contain- .vc-cA-n Ca..na, - Tire rhlantac. each gntanln .00 micrograms
of Plutonlum237 to be used to study mgrationing 2.1g U-235, and 20g U, containing of radlonuclides through geologic material, to

.8g U-235, for use in the IAEA's Safe- Atomic Energy of Canada. Ltd- mt the White-
guards Analytical Laboratory Evalua- sbelNuclear Research Establishment Pinaw2.

Canada.tion (SALE) program, in order to U330-97 Belgium - 7.5 rm Uranium-23. with lees than I ppm U-235.
evaluate the capabhlity -of participat- contained in 25 uranlum-ranadlum dosimeters.
ing laboratories to analyze materials for dosimetry mesurerments In the BR-2 reactor.

to be safeguarded in the nuclear fuel S-Eu-s1 . Belgium . . r0 g Neptunlum-237 contained in 25 annadhn
dcalmeters; for me aurng flt In the BR-2 reac-

cycle and to provide the means by tr.
,which measurement capability may be LIS-EU-330-98 Belgium,, 42 mg Plutonlum-239tantalnedfn25vadimdo-

improved through the interchange of slmetes, 42 mg Uranlum-235 contained In 25 va-
radlum doimetera. and 275 mg Uranlum-239

measurement technology. contain in 25 racadlum deters fr meas-
(3) Contract S-JA-252. United States urnz flux In theMR-2 reactor.

sale to Japan standard samples -con- MS-EU-330-99 West~erzany...... 113 mi'Uranlum.5 far use as target substance in
taining 175g normal Uranium in the the heavy Ion .accelerator UNILAC, Darmtadt.

Wet Germany.
form of Uranium Oxide for use in the S-EU-sI_ West Germany- 50 mg thortum enriched to greater than 35 in

calibration of equipment. Th-0. and 100 m Uranium enriched to greater
In accordance vith section 131 of thang, U-234. for use as target material in n-

clear spectrescopy studies at the T-MV-Van de
the Atomic Energy Act of 1954, as Oraff accelerator -at the Johann Wotfgang
amended, it has been determined that Goethe.Unlvenitat.
these subsequent arrangements will S-JA-229 Japan. 1 mg Uranlum-236 enriched to greater tha 99%

and I mg Uranlum-234 enriched to greater thn
not be inimical to the common defense m for use as a spike for mass spectrometry

andsecurity. work at the Unlversity of Tokyo.
This subsequent arrangement will S-PO-4.... Portugal -. 1 mlcrocurlesPlutonlum-236 for radlochemlcal de-

take effect no sooner than March 26, termination of Pu-239 in the environment by
electrodepoitlon technique at the Laboratorio

1979. " do Fisica e Engenharla Nucleates at Sacavem.

For the Department of Energy. Portugal.
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In accordance with Section 131 of the
Atomic Energy Act of 1954, as amend-
ed, it has been determined that the
furnishing of the nuclear material will
not be inimical to the common defense
and security.

This subsequent arrangement will
take effect no sooner than fifteen days
after the date of publication of this
notice.

For the Department, of Energy.

Dated: March 5, 1979.

HAROLD D. BENGELSDORF,
Director for Nuclear Affairs,

International Programs.

[6450-01-M]

Assistant Secretary for Resource Applications

SHORT-TERM LAUREL PROJECT RATES

Order Confirming and Approving Extension of
Short-Term Power Rates on an Interim Basis

AGENCY:Department of Energy,
Southeastern Power Administration
(SEPA).

ACTION: Approval on Interim Basis
of Short-Term Laurel Project Rates. .

SUMMARY:The accompanying Rate
Order No. SEPA-1 confirms and ap-
proves the extension of existing short-
term rates for Laurel power on an in-
,terim basis to allow SEPA a limited
amount of time within which to pre-
sent and secure approval of long-term
replacement rates.
DATES: Extension of rate approval on
interim basis effective April 1, 1979.

FOR FURTHER INFORMATION
CONTACT:

Harry F. Wright, Administrator,
Sbutheastern Power Administration,
Department of Energy, Samuel
Elbert Building, Elberton, Georgia
30635, (404) 283-3261.

SUPPLEMENTARY INFORMATION:
The Economic Regulatory Administra-
tion has previously approved the
short-term rates through March 31,
1979, in Orders dated April 21, Sep-
tember 20, and December 29, 1978.
The extension of approval of short-
term rates is subject to approval on a
final basis by the Federal Energy Reg-
ulatory Commission pursuant to the
Secretary's Delegation *Order No.
0204-33.

- NOTICES

Issued in Washington, DC, March 1,
1979.

GEORGE S. MCISAAC,

Assistant Secretary,
ResourceApplications.

Order Confirming and Approving Extension of Short-
Term Power Rates on an Interim Basis

MiARc 1979
In the matter of: Southeastern Power

Administration- Lauril Project Power Rates
Pursuant to Section 302(a) and 301(b) of

the Department of Energy Organization
Act, Public Law 95-91, the functions of the
Secretary of the Interior and the Federal
Power Commission under Section 5 of the
Fl1ood Control Act of 1944, 16 U.S.C. 825s,
relating to the Southeastern Power Admin-
istration (SEPA) were transferred to and
vested In the Secretary of Energy. By Dele-
gation Order No. 0204-33, effective "January
1, 1979, 43 FR 60636 (December 28, 1978),
the Secretary of Energy delegated to the
Assistant Secretary for Resource Applica-
tions the authority to develop power and
transmission, rates, acting by and through
the Adminitrator, and to confirm, approve,
and place in effect such rates on an interim

,basis and delegated to the Federal Energy
Regulatory Commission (FERC) the au-
thority to confirm and approve on a final
basis or to disapprove rates developed by
the Assistant Secretary under the delega-
tion. This rate order is issued pursuant to
the delegation to the Assistant Secretary.

BACKGROUm

The Laurel Project began commercial op-
eration as a hydroelectric generating facility
on October 25, 1977. It was SEPA's original
intention to sell one-half of the project's
output to East Kentucky Power Coopera=
tive, Inc. (East Kentucky), and to sell the
other half to eight municipal customers in
Kentucky. The power proposed for sale to
these municipal customers was to be trans-
mitted through the facilities of East Ken-
tucky and the Kentucky Utilities Company
(Kentucky Utilities). However, SEPA and
Kentucky Utilities failed prior to initial op-
eration of the project to complete a contract
for the transmission of this power to the
eight municipal customers. Therefore,
SEPA entered into a temporary contract
(Contract No. 89-00-1501-564) for the sale
of the entire output from the Laurel Project
to East Kentucky, while negotiations with
Kentucky Utilities continued, at the follow-
Ing short-term rates: "

$56,000 per calendar month for capacity
plus 10.0 mills per kilowatthour for energy
declaed and made available.

The term of the temporary contract has
been extended several times until March 31,
1979.

SEPA has now entered into a contract to
sell the entire output of the project to East
Kentucky 'until June 30, 1983, upon condi-
tion that East Kentucky relinquish its right
to purchase from SEPA 25 MW of peaking
power which it now receives from the Cum-
berland River Basin Projects. The 25 MW of
peaking capacity and associated peaking
energy would .become available at the TVA-

Kentucky utilities Interconnections for sale
by SEPA to the eight Kentucky municipal-
ities.

The Economic Regulatory Administration
(ERA), pursuant to the Secretary's Delega-
tion Order No. 0204-4, effective October 1,
1977, confirmed and approved the short-
term rate until March 31, 1979, through a
series of Orders, the last dated December
29, 1978. 44 FR 1445. The process of devel-
oping long-term rates has been initiated,
5EPA needs a limited amount of time

beyond March 31, 1979, within which to de-
velop the long-term rates for approval by
me on an Interim basis and approval by the
FERC on final basis, Therefore, SEPA has
requested that I continue in effect on an In.
terim basis the short-term rates previously
approved by ERA to allow time to secure
confirmation and approval of the long.term
rates for Laurel Project power.

DISCUSSION
ERA on several occasions invited and re-

ceived both oral and written comments con.
cerning the short-term rates. Comments, as
reported by ERA, centered primarily upon
issues that arose because SEPA and Ken-
tucky Utilities have not entered nto a con-
tract to wheel Federal power to prospective
municipal customers of SEPA. Those com-
ments Indicated there were no objections to
the short-term rates themselves as long as
such rates do not prejudice the development
of long-term rates nor remain In effect for a
lengthy period of time. In approving the
short-term rates, ERA established that no
such prejudice was intended,

The short-term rates have been in effect
since November 1, 1977, less than 18
months, and will be replaced within 3
months by long-term rates presently under
consideration. Pending development of long.
term rates, it is appropriate to confirm and
approve on an interim basis an extension of
the short-term rates for power sold to East
Kentucky from the Laurel Project as re-
quested by SEPA.

O(DER
In view of the foregoing and pursuant to

the authority delegated to me by the Secro-
•tary. of Energy, I herby confirm and ap-
prove on an interim basis, effective April 1,
1979, an extension of the short-term rates
for the sale of power generated at the
Laurel Project to East Kentucky. These
rates shall remain In effect on an interim
basis until long-term rates are confirmed,
approved, and placed In effect on an Wterim
basis or until the FERC confirms and ap-
proves these or substitute short-term rates
on a final basis, whichever occurs first.

Issudd at Washington, DC, this 1st
day of March 1979.

GEORGE S. MCIsAAC,
Assistantt Secretary,

ResourcdApplications.
[FR Doc: 79-7168 Filed 3-8-79: 8:45 am]
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NOTICES

[6450-01-M]

Economic Regulatory Administration

GLENN MARTIN HELLER d.b.a. BEACON HILL
GULF

Issuance of Proposed Remedial Order

Notice is hereby given that on
March 6, 1979, the Proposed Remedial
Order (PRO) summarized below was
issued by the Northeast Enforcement
District of the Economic Regulatory
Administration (ERA) of the Depart-
ment of Energy to Glenn Martin
Heller d.b.a. Beacon Hill Gulf (Heller),
358 Cambridge Street, Boston, Massa-
chusetts.

The PRO includes findings that
Heller, a retailer of gasoline, over-
charged its customers $77,406.22, in
sales during th period December 1,
1976 through December 6, 1978 and
that overcharges were continuing on
the last day encompassed by the audit.
Overcharged customers purchased
from Heller at the Beacon Hill Gulf
station located in Boston, Massachu-
setts. The reason for the overcharges
is Heller's failure to properly calculate
its selling prices in accordance with
the ajplicable price regulations found
in 10 CFR, 212, Subpart F.

The ERA has proposed in the PRO
that Heller be required to reduce its
selling prices to maximum lawful
levels and refund the overcharges,
with interest, by direct payments and
price reductions for a period of thirty
(30) months. If the total refund is not
completed within thirty (30)'months.
any remaining amounts shall be paid
to the U.S. Treasury.

In addition, the ERA las proposed
that Heller be required to submit to
the ERA certain data and calculations
necessary for the ERA to determine
whether the violation continued after
December 6, 1978. Heller would be re-
quired to refund any additional over-
charges, plus interest.

A copy of the PRO, with any confi-
dential information deleted, may be
obtained from the ERA at the follow-
ing address:

Deputy District Director, Northeast
Enforcement District, Economic
Regulatory Administration, Depart-
ment of Energy, * 150 Causeway
Street, Boston, Massachusetts 02114.
Any aggrieved person may, on or

before March 26, 1979, file a Notice of
Objection with the Office of Hearings
and Appeals in accordance with 10
CFR' 205.193. Pursuant to 10 CPR'
§ 205.193, a Notice of Objection must
be filed in duplicate, shall briefly de-
scribe how the person would be ag-
grieved by issuance of the PRO as a
final Remedial Order, and shall state
the person's intention to file a-State-

ment of Objections pursuant to 10
CFR §205.196. No confidential Infor-
mation shall be included in a Notice of
Objection. A Notice of Objection must
be filed at the following address:

Office of Hearings and Appeals. De-
partment of Energy, 2000 M Street,
NW., Washington, DC 20461.

In addition, a copy of each filing
must be submitted to the ERA North-
east Enforcement District office at the
address set forth herein, and to:

Assistant General Counsel for Ad-
ministrative Litigation, Office of
General Counsel, Department of
Energy. Room 7130, 12th & Pennsyl-
vania Avenue, NW., Washington, DC
20461.

Issued this 6 day of March, 1979, in
Washington. DC.

BARTON ISENBERG,
Assistant Administrator of En-

forcement Economic Regula-
tory Administration.

[FR Doc. 79-7190 Filed 3-8-79; 8:45 aml

[6450-01-M]

REFINERS' CRUDE OIL ALLOCATION PROGRAM
Supplemental Notice of Allocation Period of

October 1, 1978, Through March 31, 1979

The notice specified in 10 CFR
211.65(g) of the refiners' crude oil allo-
cation (buy/sell) program for the allo-
cation period of October 1, 1978.
through March 31, 1979. was issued
August 28, 1978. A corrected list was
issued on September 18, 1978.

Since that list was published, the
Economic Regulatory Administration
(ERA) of the Department of Energy
(DOE) has issued a number of addi-
tional allocations, most of these being
emergency supplemental allocations
issued pursuant to 10 CFR
211.65(c)(2). The ERA believes that
the significant change in total alloca-
tions and sales obligations for the cur-
rent allocation period caused by these
additional allocations Is good reason
for publishing a supplemental alloca-
tion list at this time.

A supplemental buy/sell list.for the
allocation period October 1, 1978,
through March 31, 1979, is hereby set
forth below. Included as part of the
list, as required by 10 CFR 211.65(g),
are: the name of refiner-buyers and
their eligible refineries; the quantity
of crude oil each refiner-buyer Is eligi-
ble to purchase; the total, allocation
obligation for all refiner-sellers; the
fixed percentage share for each refin-
er-seller; and the quantity of crude oil
that each refiner-seller is obligated to
offer for sale to refiner-buyers. Also
included is a separate list of the addi-
tional allocations that have been made
since the corrected buy/sell list for

this allocation period was issued on
September 18, 1978.

The allocations for refiner-buyers on
the supplemental buy/sell list were de-
termined in accordance with 10 CFR
211.65 (a), (b). and (c). Sales obliga-
tions for refiner-sellers were deter-
mined n accordance with 10 CFR
211.65(e) and (f). Any additional sales
obligations that result from additional
allocations being made during the cur-
rent allocation period will be pub-
lished with the buy/sell list for the
April 1-September 30, 1979, allocation
period.

The buy/sell list covers PAD Dis-
tricts I through V, ind amounts shown
are in barrels of 42 gallons each, for
the specified period. Pursuant to 10
CFR 211.65(h), each refiner-buyer and
refiner-seller is required to report to
ERA in writing or by telex the details
of each transaction under the buy/sell
list within forty-eight hours of the
completion of arrangements therefor.
Each report must Identify the refiner-
seller, the refiner-buyer, the refineries
to which the crude oil is to be deliv-
ered, the volumes of crude oil sold or
purchased, and the period over which
the delivery Is expected to take place.

All reports and applications made
under this notice should be addressed
to: Chief, Crude Oil Allocation
Branch, 20th Street Postal Station,
P.O. Box 19028, Washington, D.C.
20036.

Anyone who would like to obtain
more information on the additional al-
locations that have been made for this
allocation period may request copies
of the decisions and orders that ERA
has issued from: Economic Regulatory
Administration, Public Information
Office, 2000 M Street, N.W.. Rm. B110,
Washington, D.C. 20461, (202) 634-
2170.

The ERA Public Information Office
also has available a list of pending ap-
plications for buy/sell program alloca-
tions.

This notice Is issued pursuant to
Subpart G of DOE's regulations gov-
erning its administration procedures
and sanctions, 10 CFR Part 205. Any
person aggrieved hereby may file an
appeal with DOE's Office of Hearings
and Appeals in accordance with Sub-
part H of 10 CPR Part 205. Any such
appeal shall be filed on or before April
9, 1979.

Issued in Washington, D.C. March 3,
1979.

BARTON R. HOUSE,
Assistant Administrator, Fuels

Regulation, Economic ReguZa-
\tory Administration. -

The list of refiner-sellers for the period
October 1, 1978. through March 31. 1979. is
revised as follows. The list sets forth the
Identity of each refiner-seller, the fixed per-
centage share of each refiner-seller, and the
volumes of crude oil that each such refiner-
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seller is required to offer for sale to refiner- cy supplementl allocations were issued to
buyers. Refiner-sellers' sales obligations refiner-buyers.
were revised because a number of emergen-

Sales
Refiner-sellers Share obligations

(barrels)

Amoco Oil Co ................................................................................................. .................. 0.099 867,533
Atlantic Richfield Co .......................................... ............................... ........... .072 1,134,011
Chevron U.S.A.. Inc ........................................... . 096 3,201,817
Cities Service Co ... .......................................................................................... . ... 023 2.057,966
Continental Oil Co.' ........... .034 0
Exxon Co, U.S.A... ............. ............................ .112 0
Getty Refining-& Marketing Co .................. . . . . . . ... .020 127,632
Gulf Refining & Marketing Co .......... .085 1.065,486
Marathon Oil Co .. .. ... .......... .......................... ..022 137,500
Mobile Oil Corp ....................................................... .089 984,074
Phillips Petroleum Co ................ ..... ............................ 039 248,914
Shell Oil Co.. . ... . ..................... .................................. . .107 747,820
Sun Co-....... ........................ ........ . .. ................... .052 426,819
Texaco Inc . ... ...... .................................................................................................... .107 1,056.819
Union Oil Co. of California ................................................................................................ 043 1,411,620

total sales ......................................... ................................................. 13,468,017

Granted Exception Relief-FEE 1138.
'Granted Exception Rellef-FEE 2349.

ALLOCATIONS LISTED IN Buy/SEL LIST PUBLISM SEPT. 5, 1978-EuxGiBLE REFINERIES-
OCTOBER 1978 TO MARCH 1979

REGULAR ALLOCATIONS

Refiner Refinery location Allocation
(barrels)

Asamera OIL Inc. .............................. Denver, Colo ....................... 175,208BI-Petro, Inc ........... ................. ............ ........................ Pana, III ............ ............... ............. ...... 0
Caribou Four Comers ......................................... .... Woods Cross, Utah .......................... 0
CRA-Farmand Industries, Inc.................. ....... Scottsbluff. Nebr ........ .......... 0
CRA-Fahnland Industries, Inc .................. ....... Phillipsburg, Kans ................. 0
Dow/Refinery ........................................... Bay City, Mich .............................. 446,902Evangeline Refining o....Jennlnj.s. La.- ..... ............. 0
Farmers Union Central Exchange ............................... Laurel, Mont... ................... 1.296,657
Giant Industries ........................................................... Bloomfield, N. Mex .......... 0Hunt Oil Co .......... :. . . ............... Tuscaloosa, Ala_.._.............. . 1,155,516
Kentucky Oil & Refining Co. .... Betsy Layne, Ky ............................. 4,807
Little America Refining Co I............................ Sinclair. Wy. 0
Little America Refining Co .................................................. Casper, Wyo .................................... 24.762
Macmillan RF Oil Co ............................................ lorphlet, Ark ................................. 152,109
Marion Corp . ....... ........................... Mobile, Ala ............................ 0Md-Tex Refining Crp .................... "Hearne, Tex .. ...... ............... .... ........... 0
Mount Airy . . . ....................................................... Mount Airy, La. .................................. 0

Newhall Refining Co ........... .. .............. ........ Newhall, Calif ......................................... 0OKC Corp ............... . ........... .. ......... Okmulgee, Ola . ..... ....................... 0
Pennzoil Co. (Atlas) .......................................... Shreveport, La.............................. 743.337
Plateau. Inc...-. . ........ .. ......... ... ........... .. ......... Bloomfield, N. Mex . .............. ... ........... 0
Plateau, Inc. ...... ....... ..... Roosevelt. Utah .............. 110.027
Pride Refining Co ............ Abilene, Tex. ............................. . .. 906.452
Somerset Refining Co. Somerset. ...... ...... ............. 0
Southern Union . .......... .................. Lovington, N_ Mex ............... ... 466,862
Southern Union . .... . . . Monument, N. Mex . .......... 663.930
Southwestern Refining Co..........La rg............................. La Barge. Wyo............ 1,748
Texas American Petrochemicals. Inc .................. West BranchMch.. .................... _... 54,432
Thunderbird Resources (Westo) ...................... Cut Bank. Mont ................. 43,462
Thunderbird Resources (Westland) ........................ Williston, N. Dak ............. 0
Western Refining Co ............................................ Woods Cross. Utah .. .................. 0
Wyoming Refining Co ................ Newcastle. Wyo .................. 39,358

Total ................... ................ .................. 6,292,117

ALLOCATIONS F0R NEWLY CONSTRUCTED AND EXPANDED REFINING CAPACITY AND REACTIVATED
REFINERIES

Estimated
Refiner Refinery location capacity Allocation

(barrels/ (barrels)
day)

Southernwest ................ La Barge, Wyo...................... 1.000 45,500
Western Refining...................... ... Woods Cross, Utah ........................... 1.500 68,250
Plateau. Inc .... ....................... Bloomfield, N. Mex ................... ....... 6,900 313,950

Total .... .... ..... .. . . . . .. . . . ... ..... ................... 427,7/00
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ALLOCATIONS ADDED SINCE PUBLICATION OF SEPT. 5,1978. ALLOCATION I=s

NEW CAPACITY ALLOCATIONS

Refiner Refinery location Allocation Date
(barrels) lued

Shepherd-......... Jennings. La.... 320.950 11/2/28

EMERGENCY SUPPLEMENTAL ALLOCATIONS
Mt.Airy ...... - Mt ALry.La 198.400 12/22/78
Gladle ......... _ Fort Wayne, Ind 300.100 12122178
Rock Island....... . - Rock Island. Ind 418.500 12/27/28
Southern Union.. Lovlngton. N. Mex 499.200 12122178
Crystal........... Carson City. Mich- 118.900 12129/8
Lakeside Kalamazoo, Mich....-_....._. 68.300 12129178
Sigmor.... ......... ....... Three Rivers. Tex .... 357.200 1/31/29
South Hampton Slsbee. Tex 301.600 2/06/9
United Ref Warren. Pa - 697.000 2/07/79
Marion - Theodore. Ala 544.800 2/07/9
Hudson ............. Cushing, Okla 727.800 2/16/79
CRA Coffeyville, Kans 707.250 2/21/79
Rock Island - ........... ___... Rock Island, Ind . 223.100 2/21/29
Mt. Airy Mt Airy. La 312.700 2/16/79
Gladleu ... Fort Wayne, Ind-_............ 151.900 21/16/79
Southern Union Lovington. N. Mex 294,500 2/27n/9

Total 6.427250

TOTAL ALLOCATIONS

Barrels

Previously Published Regular Allocations 6.292.117
Previously Published New and Expanded Capacity Allocations......... 427.700
Additional Allocation for New Capacity .. 320.950
Emergency Supplemental Allocations .----.... 6.427.250

Total .... 13.468.017

EFR Do. 79-7191 Filed 3-8-79; 8:45 am]

[6450-01-M]
Federal Energy Regulatory Commission

[Docket No. RP75-79J

LEHIGH PORTLAND CEMENT CO. V. FLORIDA
GAS TRANSMISSION CO.

Availability of Preliminary Environmental
Analysis

In the matter of Lehigh Portland
Cement Company v. Florida Gas
Transmission Company '(Docket No.
RP75-79).

Notice is given that on or about
March 9, 1979, a preliminary environ-
mental analysis prepared by the staff
of the Federal Energy Regulatory
Commission (FERC) was made alaila-
ble for public comment. I

This analysis examines the environ-
mental impact of alternative natural
gas curtailment plans for the Florida
Gas Transmission Company system
(FGT) in Florida. FGT now operates
under a four-priority curtailment plan
(FGT 4) that curtails deliveries to cus-
tomers depending on the type of con-
tract: direct or indirect, firm or inter-
ruptible. In Order 467, the Commis-
sion issued a statement of policy that
curtailment plans should be based on

end uses of gas and not on type of con-
tract service. Subsequently, Lehigh
Portland Cement Company charged
that FGT 4 was contrary to Order 467
and unfair.

In Opinion Nos. 807 (June 24. 1977)
and 807-A (September 22, 1977), the
Federal Power Commission found
FGT 4 to be unjust, unreasonable,
unduly discriminatory, and preferen-
tial and ordered that a hearing be held
to determine a just, reasonable, non-
discriminatory, and nonpreferential
curtailment plan based on end use. In
addition, FGT was ordered to file a
case-in-chief setting forth its views on
curtailment. In November 1977, FGT
filed, as its case-in-chief, an eight-pri-.
ority curtailment plan (FGT 8).
Thereafter, several other parties to
this proceeding and the Commission
staff offered their own plans and views
on the Florida Gas proposal.

On November 8, 1978, the President
signed into law the National Energy
Act (NEA). The Natural Gas Policy
Act (NGPA) is one part of NEA. Title
IV of the NGPA establishes new cur-
tailment policies and requires the De-
partment of Energy and the FERC, in
coordination with the Department of
Agriculture, to issue rules implementing
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the new policies. As a result, on No-
vember 17. 1978, the Commison sus-
pended the FGT and all other curtail-
ment proceedings, pending issuance of
new curtailment regulations.

The Commission staff is currently
developing a more comprehensive
format for environmental impact

-statements evaluating natural gas cur-
tailment plans. The new format tracks
the Issues and effects of alternative
curtailment proposals through the
five specific factors required by the
National Environmental Policy Act of
1969. The staff believes that it will ex-
pedite eventual preparation of the
draft environmental impact statement
in this proceeding to solicit public
comments on the new format. The
staff recognizes that changes in pro-
posed curtailment plans resulting
from regulations issued under NGPA
will probably require substantive
changes in the staff's analysis. There-
fore, comments received on this pre-
liminary environmental analysis will
be considered to be informal com-
ments, and no party will be bound by
Its preliminary comments or precluded
from filing comments when the draft
environmental impact statement is
issued.

These informal comments are re-
quested merely to assist the staff in
developing a comprehensive and rele-
vant format for curtailment impact
statements. Neither the preliminary
analysis nor the request for comments
are intended to be a formal part of the
environmental phase of this proceed-
ing. Neither establish a precedent to
be followed in future curtailment
cases. The only purpose of this one-
time analysis is to identify and resolve
possible problems associated with the
new format.

This preliminary environmental
analysis has been sent to all parties to
this proceeding, the Environmental
Protection Agency, and to other Fed-
eral. state, and local agencies Identi-
fied in the summary sheet in the anal-
ysis. The preliminary environmental
analysis is on file at the Commission
and is available for public inspection
at the Commission's Office of Public
Information, Room 1000, 825 North
Capitol Street, N.E., Washington, D.C.
20426. and at the Commission's region-
al office located at 730 Peachtree
Building, Atlanta, Georgia 30308.
Copies are also available in limited
quantities from the Commison's
Office of Public Information.

Any person who wishes to do so may
file comments on the preliminary envi-
ronmental analysis within 45 days of
March 9, 1979.

KENNEMH F. PLU-MB,
Secretary.

SDoe. '79-146 Filed 3-8-79; 8:45 am]
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[6450-01-M]

Office of Hearings and Appeals

PHILLIPS PUERTO RICO CORE, INC., ET AL

Notice of Public Hearing

AGENCY: Department of Energy,
Office of Hearings and Appeals.
ACTION: Notice of Hearing Regarding
Report Filed by the Commonwealth of
Puerto Rico Pursuant to a Decision
and Order Issued by the Office of
hearings and Appeals on October 17,
1978.
HEARING DATES: March f9 and
March 20, 179.
HEARING LOCATION: El Teatrito,
Bureau of the Budget, 254 De La Cruz
street, Corner Tetuan, San Juan,
Puerto Rico 00904.
FOR FURTHER INFORMATION
CONTACT:

Thomas L. Wieker, Deputy Director,
Office of Hearings and Appeals, 2000
M street, N.W., Room 8014, Wash-
ington, D.C. 20461, (202) 254-9681.

SUMMARY: The Office of Hearings
and Appeals of the Department of
Energy (DOE) gives notice of a hbar-
ng to be held in Puerto Rico to re-
ceive comments with respect to a
Report filed by~tlie Commonwealth of
Puerto Rico pursuant to a Decision
and Order issued by the Office of
Hearings and Appeals on October 17,
1978. That Decision was issued follow-
ing the consideration of several Appli-
cations for Exception filed by firms
operating refineries and petrochemical
plants in Puerto Rico.,Phillips Puerto
Rico Core, Inc., et al., 2 DOE Par.
81,106 (1978).

The Report which the Common-
wealth of Puerto Rico filed on Janu-
ary 31, 1979 discusses the manner in
which Puerto Rican firms have been
Implementing the relief approved.
More importantly, however, the

-'Report states that a number of very
serious chronic problems still exist in
the refining and petrochemical indus-
try in Puerto Rico. Those problems,
according to the Commonwealth, may
place the continued operation of the
refiriing and related petrochemical in-
dustry in'jeopardy.'In order to permit
a full discussion to be conducted of
the nature of these problems and their
possible solutions, the Governor of the
Commonwealth has requested that an
immediate public hearing be convened
in Puerto Rico. According to the Gov-
ernor's statements, the need for an im-
mediate hearing with respect to these
matters has been accentuated by the
impact of recent shortages and price
increases of naptha. In response to the
Governor's request, a hearing will be
convened In-San Juan, Puerto Rico, on
march 19, and March 20, 1979.

At the hearing, the DOE will receive
comments regarding the use of the ex-
ceptions process as a means of mitigat-
ing any hardships or inequities that
the refining and petrochemical indus-
try of Puerto Rico Is presently incur-
ring. In addition, the DOE will receive
recommendations concerning other
types of regulatory adjustments that
might appropriately be made.

Any person who wishes to make an
oral presentation at the hearing
should contact the individual whose
name appears at the beginning of this
notice. The Office of Hearings and Ap-
peals reserves the right to limit the
number of persons to be heard and to
establish the procedures governing the
conduct of the hearing. The Director
of the Office of Hearings and Appeals
will preside at the hearing.

A transcript of the hearing win be
made and may be purchased from the
reporter. The entire record of the
hearing will be retained by DOE and
will be made available for inspection
at the Office of Hearings and Appeals
Public Docket Room, Room B-120,
2000 M Street, N.W, Washington, D.C.
20461, between the hours of 1:00 p.m,
and 5:00 p.m., e.d.t., Monday, through
Friday.

The Report filed by the Common-
wealth of Puerto Rico and related doc-
uments are available in the Public
Docket Room at the present time.

Any further procedural rules needed
for the proper conduct of the hearing
will be announced at the commence-
ment of the hearing.

Issued in Washington, D.C., March
5, 1979.'

M.ELvIN GomDsrsaN,
Director,

Office of Hearings and Appeals.
[FR Doc. 79-7165 Filed 3-8-79; 8:45 am]

[6450-01-M]

Southwestern Power Administration

[Rate Order-SWPA-1J

NOTICE OF ORDER CONFIRMING, APPROVING,
AND PLACING INCREASED POWER RATES IN

EFFECT ON AN INTERIM BASIS

AGENCY: Department'- of Energy,
Southwestern Power Administration.
ACTION: Notice-of Power Rate Order.
SUMMARY: The Assistant Secretary
for Resource Application, under Dele-
gation Order No. 0204-33, 43 FR 60636
(December 28, 1978), has developed,
acting by and through the Administra-
tor, Southwestern Power Administra-
tion, increased system power rates and
power rates under the Aluminum Con-
tract for the Southwestern Power Ad-
ministration and has confirmed and
approved these rates and placed them
in effect on an interim basis. He has

also submitted them to the Federal
Energy Regulatory Commission for
confirmation and approval on a final
bases.

EFFECTIVE DATES: The effective
dates for the Increased rates on an in-
terim basis are: April 1, 1979, for Rate
Schedules P-3, F-2, F-3, E-2, IC-2, and
Section 2, Tex-La Electric Cooperative
contract (through TP&L); and Janu-
ary 1, 1979, for application of Rate
SchedUle P-3 under Section 1.05(a)
and Rate Schedule EE-2 under Sec-
tion 1.06 of the Aluminum Contract.

'FOR FURTHER INFORMATION
CONTACT:

Walter M. Bowers, Chief, Division of
Power Marketing, Southwestern
Power Administration, Department
of Energy, P.O. Drawer 1619, Tulsa,
Oklahoma 74101 (918) 581-7529
John J. DiNucci, Office of Power
Marketing Coordination, Resource
Application, Department of Energy,
12th Street & Pennsylvania Avenue,
NW. Washington, DC 20461 (202)
633-8380.

SUPPLEMENTARY INFORMATION:
Rate Schedule P-3 for peaking power
supersedes Rate Schedule P-2 (Re- -
vised). Rate Schedules F-2 (Integrated
System) and F-3 (Oklahoma Utility
Companies) for firm power supersedes
Rate Schedule F-1. Rate Schedule F-
1. Rate Schedule IC-2 for interrupt-
ible capacity supersedes Rate Sched-
ule IC. Rate Schedule EE-2 for excess
energy supersedes Rate Schedule EE.
Contract No. 14-02-011-864, Section 2,
Tex-La Electric Cooperative (through
TP&L) supersedes rate In Section 2 of
that contract. Energy Regulatory Ad-
ministration conditional confirmation
and approval of the above present rate
expire March 31, 1979. Rate Schedule
P-3 applied to power and energy sales
under Section 1.02 of the Aluminum
Contract supersedes contract rates
under Section 1.05(a) of that contract.

-Federal Power Commission confirma-
tion of the present contract rate ex-
pired December 31, 1978. Rate Sched-
ule EE-2 applied to secondary energy
sales under Section 1.04 of the Alumi-
num Contract supersedes contract
rates under Section 1.06 of that con-
tract. Federal Power Commission con-
firmation of the present contract rates
expires December 31, 1983.

Issued in Washington, DC, March 1,
1979.

GEORGE S. MCISSAC,
Assistant Secretary,

Resource Applications,
MARcH 1, 1979,

In the matter of: Southwestern
Power Administration-System Rates:
Aluminum Contract Rates.

Pursuant to Sections 302(a) and
301(b) of the Department of Energy
Organization Act, Public Law 95-91,
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the functions of the Secretary of the
Interior and the Federal Power Com-
mission under Section 5 of the Flood
Control Act of 1944, 16 U.S.C. 825s, for
the Southwestern Power Administra-
tion (SWPA) were transferred to and
vested in the Secretary of Energy. By
-Delegation Order No. 0204-33, effec-
tive January 1, 1979, 43 P.R. 60636
(December 28, 1978), the Secretary of
Energy delegated to the Assistant Sec-
retary for Resource Applications the
authority to develop power ad trans-
mission rates, acting'by and through
the Administrator, and to confirm, ap-
prove, and place in effect such rates
on an interim basis, and delegated to
the Federal Energy Regulatory Com-
mission (FERC) the authority to con-
firm and approve on a final basis or to
disapprove- rates developed by the As-
sistant Secretary under the delegation.
This rate order is issued pursuant to
the delegation to the Assistant Secre-
tary.

BACKGROUND

Existing Rates
The rates that are the subject of this

order supersede the following existing
SWPA rates:.

Existing rate Effectve

Rate Schedule F-1,Firm Power- Aug. 9,1957.
Rate Schedule P-2 (Revised). Peak- June 1, 1970.

ing Power.
Rate Schedule EE, Excess Energy- Aug. 9.1957.
Rate Schedule IC, Interruptible Ca- June 11, 1958.

parity.
Contract Rate In Section 2, Con- June 4.1968.

tract No. 14-02-001-64, Tex-La
Electric Cooperative, Inc.
(through TP&L).

Contract Rates In Sections L05CA) Jan. 1. 1974,
and 1.06. Contract No. Ispa-514,
Arkansas Power & LIght Conmpa-
ny/Reynolds Metals Company.

The four rate schedules apply gener-
ally to customers -purchasing power
and energy from SWPA's integrated
system, as distinguished from pur-
chases from individual projects. The
capacity and energy charges in the
firm power and peaking power rate
schedules have not been changed since
1957. The most recent confirmation
and approval of the rate schedules was
by the Economic Regulatory Adminis-
tration (ERA) of the Department of
Energy on -November 30, 1978, 43 F.R.
57180 (December 6, 1978). This ex-
tended the confirmation and approval
of the rate schedules through March
31, 1979, subject to the opportunity
for further public comment.

Under Contract No. 14-02-001-864,
executed in 1958, SWPA sold firm
power and energy to the Tex-La Elec-
tric Cooperative, Inc. (Tex-La) under
the F-1 Rate Schedule. Subsequently,
in 1968, this contract was amended to
provide for a rate which was slightly
lower than the F-1 rate. This is a bor-
derline sale under which, pursuant to

the terms of a separate contract with
Texas Power and Light Company
(TP&L), TP&L provides 15,000 kilo-
watts of capacity and all associated
energy to Tex-La for SWPA's account
at a rate similar to the F-1 rate.
SWPA charges Tex-La for this service
at a rate which equals the amount
TP&L charges SWPA. for providing
this service for the government. Con-
firmation and approval of this rate
was extended by ERA at the same
time as for the four system rate sched-
ules.

Under Contract No. Ispa-514 (Alumi-
num Contract), executed In 1952,
SWPA sells peaking power to the Ar-
kansas YPower and Light Company
(AP&L). which in turn sells high load
factor power to the Reynolds Metals
Company (Reynolds) for use In Its alu-
minum reduction plant. Service under
the contract began in 1954 and will
continue through December 31. 1983.
The contract provides for rate adjust-
ments every five years, subject to spec-
ified limits. The applicable rate for the
21st through 25th years, 1974-1978,
was confirmed and approved by the
Federal Power Commission (FPC) on
January 22, 1974, 51FPC 338.

The Aluminum Contract also pro-
vides for SWPA to sell secondary
energy to AP&L when It is available
from certain reservoir projects inte-
grated through the Denison-Norfork
transmission line of SWPA. The con-
tract rates for secondary energy were
confirmed and approved by FPC in
1952, for the term of the contract.
with no contractual provisions for
review or redetermination. The con-
tract rate for the 21st through 30th
years Is 2 mills per kilowatt-hour.

PUBLIc NoncE AND Coxmxr

The Southwestern Power Adminis-
tration prepared a Current Power Re-
payment Study dated December 1977
for the Integrated system, which
showed that the current system rate
schedules and contract rates failed to
produce revenues sufficient to pay all
power costs and the Investment allo-
cated to power in a reasonable period
of years as required by Section 5 of
the Flood Control Act of 1944. The
Revised Power Repayment Study
dated December 1977 showed that In
order to accomplish repayment, aver-
age annual revenues would have to be
increased by $20.1 million. This would
be an increase of about 42 percent
above current revenue levels for the
integrated system. SWPA then devel-
oped Tentative Rate Schedules from a
Rate Design Study dated March 1978,
which schedules, when applied to esti-
mated power and energy sales, would
produce the additional revenues.

Opportunities for public review and
comment on tentative system power
rates were announced by notice pub-

lished in the FEDERAL PzorsER on
April 19, 197.3 (43 P.R. 16545), and by
notices changing dates and extending
the time for public comments on May
25, 1978 (43 F.R. 25865), and on
August 17, 1978 (43 F.R. 36514). Two
Public Information Forums were held
on May 18 and June 22, 1978. Public
Comment Forums were held on July
20 and August 24, 1978. The time for
written comments ended Seiitember
13, 1978. During this five-month
period, customers of SWPA and other
interested parties studied the Current
and Revised Power Repayment Stud-
les, the Rate Design Study, and the
Tentative Rate Schedules.

AP&L and Reynolds were formally
notified on July 3, 1978, as prescribed
In Section 1.05(A) of the Aluminum
Contract, that the rates had been re-
determined by the Assistant Secretary
for Resource Applications and would
be increased on January 1, 1979, at
least to the maximum level allowed by
the contract. They were also advised
that the government, after completion
of Its investigation of legal and policy
questions and completion of the
system rates proceeding. may propose
higher rates to them comparable to
system rates for other SWPA custom-
ers.

The public participation process pro-
duced numerous and varied questions
and comments. All of these have been
considered: many have been accepted
and incorporated in developing the re-
vised rates which are confirmed, ap-
proved, and placed" In effect by this
order. The Revised Power Repayment
Study dated November" 187S, prepared
after consideration of these comments,
shows that in ordir to, accomplish re-
payment, an increase in average
annual revenues of $16.5 million, or 33
percent above the current annual rev;
enues from the integrated system, is
needed. Responses to the major com-
ments, criticisms and alternatives of-
fered during the comment period are
explained In the following discussion.

Discussiox.

ARXCO cONTRACrS

During the course of the public
review of the Current and Revised
Power Repayment Studies, the SWPA
staff also continued Its examination of
the assumptions made in the studies.
In keeping with the intent of the Ar-
kansas Electric Cooperative Corpora-
tion (Arkco) to transfer operation of
its Bailey and Fitzhugh thermal gen-
erating plants to AP&L around 1980,
the staff had assumed the termination
of the contracts, numbered 14-02-
0001-938 and 14-02-0001-1114, In 1980.
Contract obligations and rmcent
amendments made such assumptions
inappropriate and dictated a revision
to the studies.
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The contract having the major

effect on the Power Repayment Stud-
ies is the Bailey Pooling arrangement
wherein SWPA schedules operation of
the Bailey generating plant ahd is able
to sell hydro energy when surplus
water is available at a fuel-saving rate,
to replace thermal energy which oth-
erwise would have been generated by
Arkco. By continued operations under
this contract and the other Arkco con-
tract, a net increase in expected
system revenues of $2.4 million occurs.
This reduces by $2.4 million annually
the required gross revenues needed in
the rate increase. -

REPLACEMENTS

A number of comments were direct-
ed to the major power replacement
costs for hydro generation Included in
the Power Repayment Studies. These
generally were, first, objections to the
inclusion of replacement Costs at all;
second, questions of possible overlap
between the replacement costs and op-
eration and maintenance costs; and
third, criticism that the estimates of
replacement costs were too high.

In response to the first comment, it
should be noted that federal power
rates are required by law to be estab-
lished on -a repayment basis, that is,
on a showing generally that annual
operating costs will be recovered in
the year in which they are incurred
and that all investmert will be amoi-
tized within a reasonable period of
years, which hs been determined to
be fifty years in most cases. This re-
quires an analysis of future revenues
and costs-in this case to the. year
2030-as well as historical revenues
and costs. The inclusion of future re-
placement costs in such' repayment
'studies Is necessary and proper, as has
long been recognized by the Federal
Power Commission and the Secretary
of the Interior.

The second and third comments on
the treatment of replacements in the
SWPA study appear to have .some
merit. A complete answer would re-
quire a project-by-project study by the
Corps of. Engineers to determine the
replacements which have been made
in .the past and to estimate the re-
placements that will be required in the
future and their expected c6st. A,
study of this magnitude would take
severalyears. However, the Corps has
made a study of the Sam Rayburn
Dam Project, an isolated project that
is not included in the integrated
system. This. study showed that
SWPA's estimates of future power
production replacements for the proj-"
ect could be reduced by about 35 Per-
cent. This study is accepted as repre-
sentative of results expected from a
system study, and the SWPA esti-
mates of future replacement costs for
the integrated system have, been re-
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duced, by- the same percentage. This
decision reduces by about $1.2 million
annually the required gross revenues
needed in the rate increase.

ALUMINUM CONTRACT

The Aluminum Contract was negoti-
ated in 1951 from a war-time need for
aluminum and to-assist in developing
the industrial -economy in the South-
west. Final negotiations were lhandled
in the Office of the Secretary of the
Interior and the contract was executed
on January 29,, 1952. The term of the
contract is 30 years from the date serv-
ice commenced on January 1, 1954.

Under the agreement, SWPA sells
150,000 kilowatts and 30,000,000 kilo-
watt-hours per month (2400 kilowatt-
hours per kilowatt per year) of peak-
ing power and energy to AP&L.'
AP&L, in turn, sells 110,000 kilowatts
at a high load factor to Reynolds at Its
aluminum reduction plant at Arkadel-
phia, Arkansas. SWPA may also sell
secondary energy to AP&L.

The original rate provisions in the
contract were disapproved by the Fed-
eial Power Commission. After further
contractual negotiations, revised rate
provisions in Supplement No. 6, dated
April 24, 1952, were approved by the
Commission on April 28, 1952. 'Under
this revision, the initial rate was 6
mills per kilowatthour for the first
22,000,000 kilowatthours per month
and 3 mills per kilowatthour for the
remaining 8,000,000 kilowatthours per
month. This rate could be revised and
redetermined every five years by the
Secretary subject to the approval of
the Commission, but could -not exceed
maximum limits stated in the contract
for each five-year period. The contract
limit for the last five years, from Jan-
uary 1, 1979, to December 31, 1983, is
1222 percent of the Initial rate.

The rates under the contract have
been raised every five years to the
maximum allowed by the contract.
However,these rates have always been
less than comparable rates paid by
customers purchasing power from the
integrated system, under system rate
schedules. The annual shortfall or de-
ficiency in comparable revenues for
the basic 30,000,000 kilowatt-hours per
month during the first twenty-five
years of the contract varied between
approximately $550,000 and $910,000.

The December 1977 Power Repay-
ment Studies assumed that the rate
tinder the Aluminum Contract for the
last five-year period, 1979 through
1983, would be set at the maximum al-
lowable under the contract, that is,
122 percent of the initial base rate.
This would yield revenues of approxi-
mately $2,300,000 per year. This is
about $2,100,000 per year less than the
revenues this amount of power and
energy would produce under the P-3

Rate Schedule now under considera-
tion.

The proposed treatment of the Alu
minum Contract in the power ref~ay-
ment studies rqcelved a great deal of
criticism from the other customers
during the comment period. They
argued that It was unfair, discrimina.
tory, and Illegal to ask them to make
up the past, present, and future defi-
ciencies attrbutdble to the contract.

AP&L and Reynolds, on the other
hand, defended the contract as a legal.
ly binding commitment that was justi-
fied, in the interest of national de-
fense. They claim that AP&L pur-
chases only hydroelectric power and
takes delivery from the dams and,
therefore, Is not responsible for SWPA
transmission costs, and should not be
charged for -the cost of punchased
energy. They also contend that SWAP
has changed accounting methodology
from that used when the contract was
approved, creating the alleged short-
fall.

The company's arguments on trans-
mission costs and accounting method.
ology lack merit because SWPA's oper-
ations are on a system basis and that
part of the power and energy supplied
Is delivered through mulitiple Inter-
connections with AP&L. Power and
energy from the SWPA system cannot
be specified as coming from a particu-
ldr project at any particular time. Ini,
tial approval by FPC was justified as a
sale from the integrated system, as op-
posed to a busbar sale. The cost of tho
integrated transmission system, as
well as the cost of purchased energy
for system support was Included as a
part of the.costs assigned to this serv-
ice. Standard accounting methodology
must apply to all sales from the
system.

The propriety of a thirty-year con-
tract for the sale of power to a non-
preference customer without the right
of withdrawal Is not without substan-
tial doubt. However, by its terms the
Aluminum Contract expires in 1984.
AP&L and Reynolds have been noti-
fied that the contract will not be re-
newed. Thus the power involved will
be available for sale to preference cus-
tomers within five years.

As to the Aluminum Contract rate
limit of 122 percent of the initial
rate for the last five year period of the
3q-year contract, this liitation has
been determined to be inconsistent
with the mandates of Section 5 of the
Flood Control Act, ot 1944 and thus be
unenforceable. This limit operates at
this time to prevent the charging of
rates "having regard to the recovery"
of operating costs from AP&L. More-
over, by precluding adequate cost re-
covery from AP&L, the limit results In
an increase of system rates to consum.,
ers served by preference customers,
thereby precluding disposal of power
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to such consumers "at the lowest pos-
sible rates" consistent with sound busi-
ness principles.

Based on the above considerations, it
is thus reasonable to require AP&L to
pay for power received during the last
five years of the contract at the same
rates determined at this time to apply
to all customers.

An Aluminum Contract rate study
has been developed which outlines the
history of operations and shows the
estimateo deficiencies under the con-
tract rate limitations over the years.
No adjustment has been made in the
Power Repayment Studies to reflect
this shortfall because it would require
Congressional action to forgive such a
past deficiency under requirements of
Section 5 of the Flood Control Act of
1944. It has been suggested that the
repayment of the deficiency under the
Aluminum Contract be postponed
until 2030, when the integrated system
investments are all repaid. However,
SWPA found that if this were done,
surplus revenues at that time would be
incapable of paying'the postponed de-
ficiency with imputed interest in any
period of time.

PI OR DEFICIENCIES

Numerous comments were received
objecting "to the inclusion of previous
system deficiencies in the costs to be
recovered by future power users. Sec-
tion 5 of the Flood Control Act of 1944
requires that all costs associated with
the power marketing activities of the
government be recovered from the
rates. If costs are not paid in a certain
year, they muit be deferred for pay-
ment when revenues become sufficient
to do so. The DOE manual on repay-
ment (formerly Department of the In-
terior 730 DM 4, adopted for DOE by
IMID 1701, which was furnished to the
public during the information forums)
recognizes this and provides that defi-
ciencies in any year are to be capital-
ized and repaid with imputed interest
in later years even, before funds are
applied to the reduction of the debt
associated with the original invest-
ment. In addition,- Congressional
action amending Section 5 of the
Flood Control Act of 1944 would be re-
quired to forgive such past deficien-
cies.

r

OPERATING EXPENSES

A number of comments questioned
the Corps' estimate of its future oper-
ation and maintenance costs as too
high, based largely on a comparison of
prior increases. We have no reason to
believe that the estimates are unrea-
sonable. The Corps considers past
price trends, but also reviews other
factors, such as use of equipment, past
maintenance expenses and practices,
and personnel needs and costs. It also
includes a project-by-project look at

what may be required. The Corps'
actual O&M expenses for FY 1975,
1976, and 1977 have increased by 18.5
percent, 15.4 percent, and 24.2 percent.
Their estimates for FY 1977 proved to
be too low, and their estimates for FY
1978 are closely in line with actual fig-
ures received by SWPA recently.

Another comment was that Corps!
replacement costs may have been in-
cluded under O&M expenses. This
possibility is covered in the action that
was taken to reduce the estimates of
future replacements.

SWPA's estimates of purchased
energy costs also were questioned as
too high. These costs, involving fuel
cost estimates as well as other costs,
are estimated pursuant to the Depart-
mental Manual (DOI 730 DI 4; DOE
IMD 1701) for the five-year cost evalu-
ation period. In the past, SWPA esti-
mated future costs for purchased
energy by determining the quantities
of energy available from known
sources, ranking such sources in in-
creasing order of cost and then esti-
mating the total cost according to the
usage required.

The method now used Is an area ap-
proach of basing the cost for pur-
chased thermal energy for five years
through 1982 on expected costs in the
Southwest Power Pool area and by
averaging in fuel costs weighted by
type of thermal energy available in
the Southwest area.

SVrPA's -estimate of the projected
area weighted. average fuel cost was
only one part of Its attempt to be real-
istic and reasonable in estimating the
cost of purchased energy In FY 1982.
The final estimate for that year of
26.1 mills per kilowatt-hour takes into
account considerably higher estimated
fuel costs, as well as the area average
costs.

Purchased energy costs to SWPA for
FY 1975, 1976, and 1977 Increased by
2.4 percent, 32 percent, and 128.3 per-
cent. SWPA does not have firm con-
tracts for the large quantity of energy
purchases required during critical
years. It paid from 3.5 mills per kilo-
watt-hour to 40.5 mills per kilowatt-
hour during FY 1977, and a review of
possible sources of purchased energy
to SWPA for the future Indicates that
the price will probably average from
20.3 mills per kilowatt-hour in FY 1979
to 26.1 mills per kilowatt-hour In FY
1982.

Every attempt is, and will be, made
to minimize system purchased energy
costs. However, for the purpose of de-
termining costs expected in future
years, the final cost estimate appears
to be both reasonable and realistic for
under both good and bad water condi-
tions.

TRUMA" PROJECT

The Harry S. Turman Dam is now
under construction by the Corps of
Engineers in Missouri. The Corps now
estimates that the first of the six
26,677 kilowatt generating units will
be in service in October 1979. SWPA is
proceeding with plans to construct a
30.mile line from the dam to the
SWPA substation at Clinton, Missouri,
and Is engaged n negotiations with
the Associated Electric Coopeative of
Missouri concerning further integra-
tion arrangements.

Because the project is. expected to be
in service within the five-year cost
evaluation period under the Depart-
mental Manual (DOI 730 DM 4, DOE
IMD 1701), the project is included in
the Power Repayment Studies, and
the study period is extended to the
yebr 2030. which is the 50th year after
the full six units will be n service. A
number of customers objected to this
treatmenf of the project because it al-
legedly results in their having to start
paying for the project before it is in -
service.

Inclusion of the project in the study
is permitted under the Departmental
Manual and Is quite proper under the
repayment method of ratesetting. Its
inclusion extends the study period
seven years, during which time rev-
enues from the other projects, which
will have been paid out, are available
to assist in repaying Truman project
costs.

An analysis of repayment studies
with and without the Truman project
shows that the Inclusion of the project
requires about a $1.6 million increase
in net revenue requirements per year.
This figures out at about 10 cents per
kilowatt per month- In the interest of
ameliorating the impact of the re-
quired rate increase on the SWPA cus-
tomers, the capacity charge will be re-
duced 10 cents per kilowatt per month
until the Truman project is in service.

Questions also were raised about the
marketing and integration arrange-
ments for the project and the result-
ing assumptions as to total 15roject
costs. Inasmuch as the details of possi-
ble contractural arrangements cannot
be determined at this time the esti-
mates of future transmission costs are
based upon the, assumptions of federal
construction of all necessary lines and
related facilities.

RATE DESIGN

The present F-1 Rate Schedule for
firm power (load factor service), which
has been in existence since 1957, in-
cludes a capacity charge of $1.60 per
kilowatt per month, and increasing
block energy charges of 2 millz per
kilowatt-hour for the first 150 kilo-
watt-hours per kilowatt per month, 3
mills for the next 290 kilowatt-hours,
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and 5 mills for all kilowatt-hours over
440 per inr6nth. A 40 cents per kilowatt
per month discount on the capacity
charge is provided where the customer
takes delivery from and at the Voltage
of. the 138 or 161 kilovolt facilities
owned or leased by the government, or
at low or interniediate voltages from
substations directly connected to such
transmission facilities, and if the gov-
ernment isthereby relieved of addi-
tional transmission costs. A'discount
of 10 cents is allowed if deliVery of
power and energy is made from the 69,
138 or 161 kilovolt facilities owned or
leased by the government and if trans-
formation and substation facilities are
required at the point of delivery and
are furnished by the power customer
at no cost to the government.

Rate Schedules F-2 and F-3 super-
sede Rate Schedule F-1 for firm power
service. The F-2 rate adopts the adder
principal for transmission and trans-
formation voltage differences, as op-
posed to the present capacity discount
theory, and energy blocking levels
have been changed to charge for the
first 100 hours, for the next 340 hours,
dlnd for all in excess of 440 hours use
per kilowatt- per month. The F-2 rate
also provides for reimbursement to
SWPA 'of purchased "energy costs
where the specific costs can be deter-
mined for a customer. At this timne,
this provision would apply to the cities
of Fulton and Lamar, Missouri.

The F-3 Rate Schedule.applies only
to sales to Oklahoma and Arkansas
municipalities served through the new
Oklahoma Companies arrangements,
and provides for. single capacity and
energy charges for federal power and
energy, and for reimbursement for
thermal generation provided by the
Publit Service Company of Oklahoma
(PSO) and the Oklahoma Gas and
Electric Company (OG&E). The new
Oklahoma Companies arrangements
provide for' borderline, power and
energy sales to a number of'municipal-
Ities in the service areas of PSO and
OG&E. SWPA has separate contracts
with each company. -The contracts
provide for SWPA to pay transmission
service charges imposed by the compa-
nies for service to SWPA preference
customers. The charges are broken
down into capacity and energy cbmpo-
nents and are different for each com-
pany. There also are separately-stated
charges for transformation to load
center delivery which SWPA also must
pay. All the customers served by the
companies under these arrangements
receive load center service; the chs-
tomers pay SWPA the load center
firm rate (Rate Schedule F-3). and
SWPA pays the transmission costs.
SWPA is -reimbursedfior the cost of
energy purchases under the contracts
by the customers. A part of the trans-
mission costs are borne by the custom-
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ers t irough the application of the rate
for load center sbrvice.

The present Rate Schedule P-2 (Re-
vised) applies to the sales of peaking
power from SWPA's 161 kilovolt,high
voltage grid with a guarantee of a
minimum of 1200 kilowatt-hours per
kilowatt per year. The capacity charge
is $1.20 per kilowatt per month and
the energy charged is 2 mills per kil-
watt-hour. There is a Transmission
Service Charge toi recovdir 'SWPA's
costs in providing delivery service
beyond its own high voltage grid. At
this time, the oily customers billed for
a Transmission Service Charge are the
Associated Electric Cooperative
($2,647,100 annually) and the city of
Hermann, Missouri ($55,700 annually).

Rate Schedule P-3 supersedes Rate
Schedule P-2 (Revised). The transmis-
sion Service Charge is retained pend-
ing the successful completion of nego-
tiations with the Associated Electric
Cooperative of a new contract. The
Transmission Service Charge will ter-
minate when. the new contract takes
effect, as provided in Public Law 95-
456.

One group of comments regarding
rate structure urged the blocking of
the energy rate to more closely relate
to the product SWPA has to sell, that
is, peaking power and energy, and to
make the rate schedules between
peaking and firm consistent. The sug-
gestion was made to change the first
block from 150 kilowatt-hours per kilo-
watt per month to 100 kilowatt-hours
per kilowatt- per month, and the
second block from the next 290 kilo-
watt-hours per kilowatt ,per month to
the next 340 kilowatt-hours per kilo-
watt per month. This recommendation
has been adopted.

The principle of increasingly higher
charges for energy for each succeeding
energy block is continued in the firm
power rate.schedules and is also now
included in the peaking power rate
schedule. This inverted- rate principle
is appropriate because the higher the
load factor, the more purchased
energy costs are included. Since SWPA
has limited firm hydro eneigy for dale,
the inverted rate is intended' to dis-
courage high load factor usage in the
firm rate schedules and to recover pur-
chased energy costs in all rate sched-
ules.

The energy blocks have been adjust-
ed to conform more closely with the
characteristics of SWPA's hydro
supply, as has.previously been the case
with the guaranteed minimum 1200
kilowatt-hours per kilowatt per year of
energy under the current P-2 (Re-
vised) -Rate Schedule, .With, this ad-
justment, -the first, block in the firm
power rate become. 100 hours use per
kilowatt per month instead of 150 and
the second block applies to the next
340 hours use per kilowatt perjmonth-

instead of 290. The breaking point of
440 hours use per kilowatt per month
is maintained as a practical dividing
point of approximately 60 percent

.load factor use per month to cover the
general range of supply to customers
purchasing their full firm power re-
quirements, as distinguished from pur.
chases that require energy at high
load factor use.

The guaranteed minimum 1200 kilo-
watt-hours per kilowatt per year of
energy under the peaking rate sched-
ule can be 'applied to the one remain.
ing contra6t guaranteeing 1800 hours
use per kilowatt per year of energy
with Tex-La, as well as the 2400 hour
contract with AP&L. There are some
purchased energy costs Incurred to
meet these lower energy commitments
in, the peaking rate, but not nearly the
quantity needed as load factors In-
crease.

Rate Schedule EE-2 replaces Rate
Sbhedule EE for Excess Energy and
Rate Schedule IC-2 replaces Rate
Schedule IC for Interruptible Capac-
ity.

The contractual rate under Cbntract
No. 14-02-001-864, Tex-La Electric Co-
operative (through TP&L), has been.
increased to eciual the costs to SWPA
for service from the Texas Power and
Light Company (TP&L) to Tex-La for
the account of SWPA. TP&L buys
power and energy from SWPA at the
system peaking rate. When this rate is
increased by SWPA, then TP&L must
increase the rate It charges' SWPA to
serve Tex-La. SWPA in turn, to recov-
er costs, must increase its contract
rate to Tex-La.

Section 1.05(A) of the Aluminum
Contract provides that the Secretary,
upon further redetermination, may
retroactively adjust the peaking power
and energy rates under the Aluminum
Contract to the beginning of the then
current five-year period or from Janu-
ary 1, 1979. For this reason, Rate
Schedule P-3, applicable to other
SWPA customers 6imllarly situated, is
appropriate for billings under the Alu-
minum Contract beginning January 1,
1979. While there is no contractual
provision for change in the secondary
energy rate of 2 mills per kilowatt-
hour, it is also appropriate that AP&L
pay the same rate as other customers
pay for this service -under the Rate
Schedule EE-2, ,which is 3 mills per
kilowatt-hour.

ENVIRONMENTAL IMPACT

SWPA has reviewed the possible en-
vironmental impacts of the rate ad-
justments under consideration and has
concluded that because the impacts
are speculative and insignificant,' no
environmental Impact stAfznent Is re-
quired under the National, Environ-
mental Policy Act of 1969 (NEPA).
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PRICE STABILITY

SWPA is a "government enterpi
within the meaning of the price st
ards of the President's Council
Wage and Price Stability. The rat
creases approved herein comply'
the operating margin limitatior
these standards because the revei
will be only those neces&Lry to c
SWPA's costs and expenses. The
duction in the capacity charge b:
cents per kilowatt per month until
Truman Project is in service will a
anfy controversy as to the possibilit
an impermissible operating sur
within the meaning of the standar,

REVISED STUDIES

Subsequent to the close of the pi
participation period, new Power
payment Studies dated November:
were developed, -which incorpor.
the changes discussed above and o;
minor adjustments. The Rev
Power Repayment Study dated
vember 1978 shows that in order t(
complish repayment average am
revenues would have to be incre
by $16.5 million. This would be ar
crease of about 33 percent above

.rent revenue levels for the integn
system. SWPA, then developed
system rate schedules from its I
Design Study dated November 1
which schedules, when applied to
mated power and energy sales,
produce the additional revenues.
first step of the two-step rate adJ

* ment will product an additional $
million annually before the Harr:
Truman Project becomes operative

AVAILABILITY OF INFORMATION

Information regarding this rate
justment including studies, comnime
transcripts, and other supporting
terial are availi.ble for public revie,
the offices of the Southwestern Pc
Administration,, 333 W. 4th, Tt
Oklahoma 74101 and in the Offic
the Director of Power Marketing
ordination, - 12th & Pennsylv
Avenue N.W., Washington, D.C. 20

SUBMISSION TO THE FEDERAL ENERG
REGULATORY COMMISSION

The rate herein confirmed,
proved, and placed in effect on ar
terim basis, together with suppor
documents, will be submitted pror
ly to the Federal Energy Regulal
Commission for confirmation and
provaI on a final basis.

ORDER

In view of the foregoing and pu
ant to the authority delegated to
by the Secretary of Energy; I her,

1. Confirm and approve on an Ir
im basis, effective April 1, 1979, th
tached five Rate Schedules and
Contract Rate for the Southwesl
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Power Administration, which super-
sede and replace the rate schedulesre" and contract rate named:

;and-
. on Rate Rate upereded;ein-

with Rate Schedule P-3. Peaking P-2 (Revilnd).
L of Power. Peaking Power.
nues Rate Schedule P-2. Firm P-i. Firm Power.

Power from Integrated
over System.

re- Rate Schedule P-2. Firm P-1. Firm Power.
y 10 Power through Oklahoma
* the Utility Companles.Rate Schedule EE-Z Exce= = Exes Energy.
void Energy.
;y of Rate Schedule 10-2, Inter- IC. Interruptible
plus ruptible Capacity. .Capacity.

Contract No. 14-02-00i-964. Contract No. 14-02-
S. Section 2 Tex.La Electric 001-G4. Section 2,

Cooperatve (through Tex-La Electric
TP&L). Cooperative

iblic (through TP&L).

Re- These rates shall remain in effect on
1978 an interim basis for a period of 12
ated months unless such period Is extended
ther or until the FERC confirms and ap-
ised proves these or substitute rates on a
No- final basis.
ac- 2. Confirm and approve on an Iiiter-

nual in basis, effective January 1, 1979, the
sed application of Rate Schedule- P-3

I in- under Section 1.05(A) of Contract No.
cur- Ispa-514, Arkansas Power and Light
ted Company/Reynolds Metals Cbmpany

new (Aluminum Contract), to power and
tate energy sales provided under Section
978. 1.02 of that contract, and the applica-
esti- tion of Rate Schedule EE-2 under Sec-
will tion 1.06 to secondary energy sales
The provided under Section 1.04 of that
iust- contract. These rates shall remain in
14.9 effect on an interim basis for five
VS . years or until the FERC confirms and

approves these or substitute rates on a
final basis.

Issued at Washington, D.C. this 1st
ad- day of March 1979.

nts, GEORGE S. MCIsMAC,
ma- Assistant Secretary,
u in ResourceAppZlcations.
iwer
Isa, RATE SCHULE P-3 k.-Wholesale Rates for
e o Hydro Peaking Power and Seasonal Peak-C of ng Power

a Effectfi" As of April 1, 1979, and thereaf-ana ter in accordance with Rate Order No.
461. SWPA-1 of the Assistant Secretary for Re-
iy source Applications Issued March 1. 1979.

Available" In the marketing area of South-
western Power Administration (SWPA). de-

ap- scribed generally as the States of Arkansas.
L1 in- Kansas, Louisiana, Missouri. Oklahoma, andTexas.
ring T Appicae: To wholesale power customers
rpt- purchasing Hydro and/or Seasonal Peaking
tory Power and Peaking Energy.
ap- Character and Conditions of Service:

Three-phase, alternating current, delivered
at approximately 60 hertz, at the nominal
voltage and points of delivery, and n such
quantities as Specified by contracL

me ENERGY AssocA'zD wrrm HYDRO ANm/on
eby. SEASONAL PEAMNG POWER
Lter- Peaking energy. A minimum of 1,200 kilo-
. at- watt-hours of Peaking Energy per kilowatt
one
tern 'Supersedes Rate Schedule P-2 (Revised).

of Hydro Peaking and/or Seasonal Peaking
Power will be furnished during each con-
tract year.

SupplementaZ Peaking energy. Supplemen-
tal Peaking Energy (in addition to Peaking
Energy) will be furnished if and when deter-
mined by SWPA to be available.

A quantity of Hydro and/or Seasonal
Peaking Power without associated Peaking
Energy may be purchased on a month-to- -

month basis for use In scheduling Supple-
mental Peaking Energy, If determined by
SWPA to be available.

Mo.my HRs

CAPACrZY CHARGE

(a) During the period until the first day of
the month following the date the first
power generating unit at the Harry S.
Truman Dam Is placed in commercial oper-
atlon in the integrated system of SWPA, the
capacity charge shall be:

$1.30 per kifowatt of Peaking Billing
Demand for delivery at 138 or 161 kilovolts.

(b) Commencing on the first day of the
month following the -late the first power
generating unit at the Harry S. Truman
Dam Is placed in commercial operation In
the integrated system of SWPA, the capac-
Ity charge shall be:

$1.40 per kilowatt of Peaking Billing
Demand for delivery at 138 or 161 kilovolts.

EsREGY cuHAnc
(a) Peaking Energy.
(I) $0.0035 per kilowatt-hour for the first

1.200 kilowatt-hours per kilowatt per year
accumulated as scheduled each month.

(il) $0.007 per kilowatt-hour for energy in
excess of the first 1,200 kilowatt-hours per
kilowatt per year accumulated as scheduled
each month.
(b) Supplemental Peaking Energy: $0.0035

per kilowatt-hour of Supplemental Peaking
Energy.

Capacity charge adjustments for condi-
tions of service. (a) A charge of $0.20 per
month per kilowatt of Peaking Billing
Demand will be added to the total monthly
charge for Hydro and/or Seasonal Peaking
Power service if delivery of such power and
energy Is made at 69 kilovolts, or

(b) A charge of $0.55 per month per kilo-
watt of Peaking Billing Demand will be
added to the total monthly charge for
Hydro and/or Seasonal Peaking Power serv-
Ice If delivery of such power and energy is
made at low or intermediate voltages (less
than 69 kilovolts), and

(c) A customer which receives Hydro and/
or Seasonal Peaking Power at two or more
delivery voltages will be charged the adjust-
ment associated with the lower voltage, pro-
vided, however, that such charge shall not
apply to the number of kilowatts of Peaking
Billing Demand which exceed ,the Peaking
Actual Demand recorded at the lower volt-
age for a particular month or for the pre-
ceding eleven months.

Billing for unauthorized orerrun. For -
each billing period during which -there is a
violation involving an unauthorized overrun
of SWPA's capacity and/or energy obliga-
tion, such capacity overrun shall be billed
and paid for at twelve times the above ca-
pacity rate adjusted for conditions of service
and such energy overrun shall be billed and
paid for at eleven times the rate for Peaking
Energy set forth In (aXi), above.

2'ransmifon ervice charge. Where trans-
mission service Is provided through facilities
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of others beyond the SWPA-owned 138-161
kv transmission system and SWPA incurs
costs therefor the customer shall pay, in ad-
dition to the capacity and energy charges, a
separate transmission service charge each
month equal to one-twelfth of the estimated
total annual cost to SWPA of providing
such transmission service. The amount of
such total annual cost shall be computed
and determined by SWPA, and a inemorah-
dum copy of each determination shall be at-
tached to and become a part of the custom-
er's contract.

Minimum bill The minimum bill each
month is the Peaking, Contract Demand
times the Capacity Charge adjusted for con-
ditions of service, plus minimum contract
energy requirements, plus the Transmission
Service Charge, if any. -

Peaking actual demand. The term "Peak-
ing Actual ,Demand" for any month means
the maximum rate in kilowatts that electric
energy Is delivered by SWIA to the custom-
er during any 60-minute' period of such
month.

Peaking contract demand. The 'term
"Peaking Contract. Demand" means the
maximum rate In kilowatts 'which SW'PA Is,
by contract, obligated to deliver Peaking
Energy during any 60-minute period of any
month.

Peaking billing demahid. Except as other-
wise provided by contract, the "Peaking
Billing Demand" each month means the
"Peaking Contract Demand."

Adjustment for reduction in service. If
during any month the quantity bf Hydro
and/or Seasonal Peaking Power scheduled
fo: delivery is reduced by SWPA for a
period or periods of not less than two con-
sectulve hours by reason of an outage
caused by either an uncontrollable force, or
thb installation, maintenance, or replace-
ment of equipment, the customer's capacity
charge for such month will be reduced for
each such reduction in service by an amount
computed under the formula-

R CXKXH.

with the factors defined as follows:.

tR=the amount of reduction in the monthly
capacity charge fo" a particular reduc-
tion of not less than two consecutive
hours during any month, except that
the total amount of any such reduction
in the capacity charge for any month
shall not be greater than the product of
the capacity charge times -the Peaking
Contract Demand.

C=the capacity charge plus applicable ad-
justments for conditions of service for
Hydro and/or Seasonal Peaking Power
for such month.

K=the number of kilowatts of such particu-
lar reduction in Hydro and/or Seasonal
Peaking Power.

H=the number of hours of such particular
reduction.

RATE SCHEDULE F-2*.-WHOLESALE RATES FOR
FInM POWER (CusroMRS Fom SW:PA IN-
TEGRATED SYSTEM)

Effective" As of April 1. 1979, and thereaf-
ter in accordance with Rate. Order No.
SWPA-1 of the Assistant Secretary for Re-
source Applications issued March 1, 1979.

Available: In the marketing area of South-
western Power Administration (SWPA), de-
scribed generally as -the States of Arkansas.
Kansas, Louisiana, Missouri. Oklahoma, and
Texas.

NOTICES

Applicab To-To wholesale power customers
purchasing Firm Power and Firm Energy at
points 6f delivery from the transmission
lines or facilities owned and operated by
SWPA or which are defined by contract
with the customer as a part of the systeni of
SWPA (SWPA Integrated System).

Character and Conditions . of Service"
Three-phase, alternatin- current, delivered
at approximately 60 hertz, at the nominal
voltage and points of delivery, and in such
quantities as specified by'contract (Firm
Contract Demand). All power requirements,
other than peaking power from SWPA,
which exceed the Firm Contract Demand
shall be obtained from a source of power
supply other than SWPA.

ENERGY ASSOCIATED WITH FIRM POWER

1. SWPA will furnish Firm Energy to a
customer which has no alternative source of
power supply, and which- does not purchase
peaking power and energy from SWPA, in
such quantities as the customer requires to
fulfill its system-load requirements.
- 2. SWPA will during each billing period
furnish Firm Energy to a customer which
has an alternative source of power supply
and/or which purchases Peaking power and
energy from SWPA, in such manner as to
parallel the load factor and load pattern of
such'customer's System load. The quantity
of Firm Energy during each billing period
shallbecomputed under the formula-

FE FCDxE.
-MAD

MONTHLY RATES

CAPACITY CHAERGE

(a) During the period until the first day of
the month following the date the first
power generating unit at the Harry S.
Truman Dam is placed in commercial oper-
ation in the integrated system of SWPA, the
capacity charge shall be: $1.30 per kilowatt
of Firm Billing Demand for delivery at 138
or 161 kilovolts.

(b) Commencing on the first day of the
month following the date the first power

"generating unit at the Harry S. Truman
Dam is placed in commercial operation in
the integrated system of SWPA, the capac-
ity charge shall be:$1.40 per kilowatt of
Firm Billing Demand for delivery at 138 or
161 kilovolts.

ENERGY CHARGE •

(i) $0.0035 per kilowatt-hour for the first
100 kilowatt-hours per kilowatt of Firm Bill-
ing Demand.

(l) $0.007 per kilowatt-hour for the next
340 kilowatt-hours per kilowatt of Firm Bill-
ing Demand.

(1ii) $0.014 per kilowatt-hour for energy in
excess of the first 440 kilowatt-hours per
kilowatt of Firm Billing Demand.

Capacity charge adjustments for condi-
tions of service. (a) A charge of $0.20 per
month per kilowatt of Firm Billing Demand
will be added to the total monthly charge
for Firm Power service if delivery of such
power and energy is made at 69 kilovolts, or,

(b) A charge of $0.55 per month per kilo-
watt of Firm Billing Demand will be added
to the total monthly charge for Firm Power
service if delivery of such power and energy
is made at low or intermediate voltages (less
than 69 kilovolts), and - -

(c) A customer which receives Firm Power
and Firm Energy at two or more delivery

voltages will be charged the adjustment as-
sociated with the lower voltage, provided,
however, that such charge shall not apply
to the number of kilowatts of Firm Billing
Demand which exceed the Firm Actual
Demand recorded at the lower voltage for a
particular month or for the preceding
eleven months.

-Billing for -unauthorized overrun. For
each billing period In which there Is a viola.
tion" involving an unauthorized overrun of
SWPA's capacity and/or energy obligation,
stlch capacity overrun shall be billed aid
paid for at eleven times the above capacity
rate adjusted for conditions of service, and
such energy overrun shall be billed and paid
for at eleven times the rate set forth In (i).
above.

Reimbursement for purchased energy.
Where SWPA must purchase energy from
another supplier specifically for the purpose
of fulfilling the firm requirements of a par-
ticular customer, and the kilowatt-hours
and the price of each kwh of such purchases
can be determined, such customer will reim-
burse SWPA for such energy at the follow-
Ing monthly rate:

The dollars per kwh for each kwh of such
purchased energy delivered to the customer,
less $0.007 per kwh of all energy purchased
by the customer, if anY, In the'second step
of, the energy charge stated above and less
$0.014 per kwh of all energy purchased bY
the customer, If any, in the third step of the
erergy charge stated above.

Adjustment for power factor, The custom-
er will be required to maintain an average
power factor at each point of delivery of not
less than 95 percent (95%) lagging. Such
average power factor will be determined at
Intervals or continuously at the option of
SWPA and will be based upon measured
quantitids of kilowatt-hours and reactive
kilovolt-ampere-hours during the 30-minute'
period of the customer's maximum rate of
use of energy at each particular point of de-
livery during the month.

The average power factor during any
month shall be computed under the formu-
la-

KWHxl00
KWH 1+RKVAH I

with the factors defined as follows:

APF=the average power factor (in percent-
age) during any 30-minute period during
any particular month.

KWH=the quantity of Energy delivered
during the 30-minute period of the cus-
tomer's maximum rate of use of energy
at a particular point of delivery during
such month.

RKVAH=the quantity of reactive kilovolt.
ampere-hours (lagging) furnished at
such particular point of delivery coinci.
dental with factor KWH during the
month.

For each 1 percent (1%), or major fraction
thereof, by'which the customer's averagd
power factor is less than 95 percent, the cus-
tomer's monthly bill for Firm Power and
Firm Energy will be increased by 1 percent
(1%). No adjustment for power factor under
this provision shall be made for a period
ending nine months after enactment of this
rate schedule.

Minimum bill The minimum bill each
month shall be the Firm Contract Demandi
times the Capacity Charge adjusted for con-
ditions of service.
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Firm actual. demand. The term "Firm
Actual Demand" for any month means the
maximum coincidental 30.minute integrated
demand recorded during such month.
-Firm contract demand. The term "Firm

Contract Demand" means the maximum
rate in kilowatts which SWPA is by contract
obligated to deliver Firm Energy during any
30-minute period of any billing period.
Firm billing demand. -Unless otherwise

provided by contract, the term "Firm Bill.
ing Demand" for any month means either
the "Firm Contract Demand", or the "Firm
Actual Demand", whichever is greater.

Adjustment for reduction in se-vice. If
during any month SWPA is unable to fulfill
its contract commitment to deliver Firm
Power and Firm Energy for a period or peri-
ods of not less than two consecutive hours
by reason of an outage caused by either an
uncontrollable force, or the installation,
maintenance, or replacement of equipment,
the customer's capacity charge for such
month will be reduced for each such reduc-
tion in service by an amount computed
under the formula--

R=CxKxH
TH

with the factors defined as follows:

R~the amount of reduction in the monthly
capacity charge for a particular reduc-
tion of not less than two consecutive
hours during any month, except that
the total amount of any such reduction
in the capacity charge for any month
shall not be greater than the product of
the capacity times the Firm Contract
Demand.

C=the capacity charges plus applicable ad-
justinents for conditions of service for
Firm Power for such month.

K=the number of kilowattsof such particu-
lar reduction in Firm Power.

H=the number of hours of such particular
reduction. -

TH=the total number of hours in such
month.

RATE ScHDux F-S.-WHLEsALE RATES FOR
Puns PowER

(CusToMERs TMROUGH OLAHOMA
UTf=rrY COMANIES)

Effective As of April 1, 1979, and thereaf-
ter in accordance with Rate Order No.
SWPA-1 of the Assistant Secretary for Re-
source Application issued March 1, 1979.

Available.: In the marketing area of
Southwestern Power Administration
(SWPA), and the service areas of the Public
Service Company of Oklahoma and Oklaho-
ma Gas and Electric Company (Oklahoma
Utility C6mpanies), described generally as
the States of Arkansas and Oklahoma.

Applicable: To wholesale power customers
purchasing Firm Power and Firm Energy
from SWPA (SWPA-Customer Contract) at
points of delivery on transmission facilities
owned by the Oklahoma Utility Companies
which Companies have contracted with
SWPA to deliver power and energy forthe
account of SWPA.

Character and Conditions of Service.'-
Three-phase, alternating current, delivered
at approximately 60 hertz, at the nominal
voltage and points of "delivery, and n such

-Supersedes Rate Schedule F-1 "for cus-
tomers receiving Firm Power and Firm
Energy from transmission facilities owned
by the Oklahoma Utility Companies.

quantities as specified in SWPA-Customer
Contract (Contract Demand). All power re-
quirements which exceed the Contract
Demand shall be obtained from a source of
power supply other than SWPA.

SN" GY ASSOtIAED WITH" FinLt POWEM

1. SWPA will furnish Firm Energy to a
customer purihaslng such energy from
SWPA from the system of the Oklahoma
Utility Companies in such'quantities as may
be required to fulfill Its system load require-
ments.

2. Where a customer has an alternative
source o power supply, SWPA shall furnish
each month 'the number of kilowatt-hours
of Firm Energy as specified in the SWPA-
Customer Contract.

Mo, 'rnLy RATES

CAPACITY CHAnJGE

(a) During the period until the first day of
the month following the date the first
power generation unit at the Harry S.
Truman Dam is placed in commercial oper-
ation in the Integrated system of SWPA. the
capacity charge shall be: $1.85 per kilowatt
of Billing Demand.

(b) Commencing on the first day of the
month following the date the first power
generationg unit at the Harry S. Truman
Dam Is placed in commercial operation in
fhtegrated system of SWPA. the capacity
charge shall be: $1.95 per kilowatt of Billing
Demand.

ERfY7CUHARGE

(1) $0.0035 per kilowatt-hour for federally
generated Firm Energy.

(ii) An amount in dollars equal to the
actual cost to SWPA, of thermal-generated
energy purchased by SWPA specifically for
service to the customer.

AdJustmentfor powerfaetor The custom-
er will be required to maintain an average
power factor at each point of delivery of not
less than 95 percent (95%) lagging. Such
average power factor will be that as defined
and computed under the SWPA-Customer
Contract.

For each 1 percent (1%). or major fraction
thereof, by which the customer's average
power factor is less than 95 percent (95%).
the customer's monthly bill for Firm Power
and Firm Energy will be increased by I per
cent (1%).

Actual demand. The "Actual Demand"
will be for any month the number of kilo-
watts equal to the sum of the hIghest 30-
minute integrated demands recorded during
such month at the point or points of deliv-
ery.

Contract demand The "Contract
Demand" will be for any month the highest
30-minute integrated demand in kilowatts at
which SVWPA is obligated during such
month to cause energy to be delivered to
the customer.

-Billing demand. The "Billing Demnd" for
any month during the period when the
system load requirements of the customers
are fulfilled by power and energy purchased
from SWPA will be either the "Contract
Demand" or the "Actual Demand", which-
ever is greater.

2. The "Billing Demand" for any month
during the period on and after the date
when the system load requirements of the
customer are fulfilled by power and energy
from SWPA and from a source of power

supply other than SWPA, will be the "Con-
tract Demand".

Adjustment for reduction in service. If
during any month SWPA Is unable to fulfill
Its contract requirement to deliver Firm
Power and Firm Energy for a period or peri-
ods of not less than two consecutive hours
by reason of an outage caused by either an
uncontrollable force, or the installation,
maintenance, or replacement of equipment,
the customer's capacity charge for such
month will be reduced for each such reduc-
tion In service by an ammount computed
under the formula--

R=-CNK---u
TH

with the factors defined as follows:
R_ the amount of reduction in the monthly

capacity charge for a particular redua-
tion of not less than two consecutive
hours during any month, except that
the total amount of any such reduction
In the capacity charge for any month
shall not be greater than the product of
the capacity charge times the Firm Con-
tract Demand.

C= the capacty charges for such month.
K-the number of kilowatts of such particu-

lar reduction n Firm Power.
TH-the total number of hours in such

month.

RATE Scnmuan EE-2.-Wnoaxssa RATE
Yon Exczss E:=tos

Effective: As of April 1. 1979, and thereaf-
ter in accordance with Rate Order No.
SWPA-1 of the Amistant Secretary for Re-
source Applications Issued March 1, 1979.

Available: In the marketing area of South-
western Power Administration (SWPA). de-
scribed generally as the States of Arkansas.
Kansas, Louisiana, Missouri, Oklahoma. and
Texas.

Applicablc: To wholesale power customers
who by contract may purchase Excess
Energy.

Character and Conditions of Serrice-
Three-phase, alternating current, delivered
at approximately 60 hertz, at the nominal
voltage and points of delivery specified by
contract.

E=A~GY ASSOCIATEM WrTH RATE SCHMULE EE-2
Excess Energy will be furnished at such

times and in such amounts as SWPA deter-
mines to be available.

RATE

Energy charge: $0.003 per kilowatt-hour.

RATE Scz mUa IC-2-WnoLz.s_. RATzES
FOR D'tTEr!LupTrr CAPACITY

Effectire: As of April 1, 1979, and thereaf-
ter in accordance with Rate Order No.
SVIPA-1 of the Assistant Secretary for Re-
source Applications issued March 1, 1979.

Available: In the marketing area of South-
western Power Administration (SWPA), de-
scribed generally as the States of Arkansas.
Kansas, Louisiana, Missouri. O.lahoma, and
Texas.

App!icable:!To wholesale power customers
purchasing Interruptible Capacity which is
received by the customer at points of delh--
cry from transmission lines or facilities
owned and operated by SWPA.

Character and Conditions of Service:
Three-phae, alternating current, delivered

3 Supersedes Rate Schedule IC.
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NOTICES

at approximately 60 hertz, at the nominal
voltage and points of delivery, and in such
quantities as specified.by contract.

ENERGY ASSOCIATED WrTH INTERRUPTIBLE
CAPACITY

Energy associated with Interruptible Ca-
pacity will be furnished by SWPA7 at such
times-and in such amounts as SWPA deter-
mines to be available.

DAILYRATE

Capacity charge: $0.05 per kilowatt of In-
terruptible Billing Demand.

Energy charge: $0.0035 per kilowatt-hour,
Interruptible billing 'demand. The term

"Interruptible Billing Demand'! for any day
means an amount equal to either-, , - "

1, the maximum rate in -kilowatts -which
SWPA is obligated to deliver energy associ-
ated with interruptible capacity or the
greatest 30-minvite integrated demand re-
corded during such day, whichever is great-
er; if the customer scheduled and received
only interruptible capacity from the Gov-
ernment during such day, or

2. the maximum rate 'In kilowatts for the
delivery of energy associated with interrupt-
ible capacity scheduled during such day, if
the customer scheduled and r6ceived firm'or
peaking 'power capacity from !the Govern-
ment during such day, or the maximum rate
In kilowatts which SWPA is obligated to de-
liver energy associated with Interruptible
capacity, whichever Is greater.

Energy sale or exchange. At the option of
SWPA, energy associated with Interruptible
Capacity purchased by a customer shall be
eithier.

(1) Paid for at the energy charge, or
(I) Returned to SWPA, kilowatt-hour for

kilowatt-hour in accordance with agreement
of the parties at the time of purchase, or in
the absence of such an agreement, returned
within 12 months after the date of such
purchase, as scheduled by SWPA but at a
rate of delivery within the excess available
capability of the customer's generating
facilities.

If a customer, for any reason, falls or re-
fuses to return all or any* portion of the
energy as scheduled by SWPA under part
(ii), above, the number of kilowatt-hours not
so returned shall be billed and paid for at
eleven times the energy charge.

"WHOLESALE RATES FOR POWER AND ENERGY
SOLD TO TEX-La ELEcTRc" COOPERATVE,
INC. (CONTRACT No. 14-02-001-864)

4 •

Effective: As of April 1, 197"9, and thereaf-
ter in accordance with Rate Order No.
SWPA-I 'of the Assistant Secretary for Re-
source Applications issued March 1,1979.

Applicable: To the Power and energy pur-
chased by Tex-La Electric Cooperative, Inc.
from the Southeastern Power Administra-
tion under the Power Sales Agreement
dated October 20. 1958, Contract No. 14-02-
001-864, between Southwestern Power Ad-
ministration (Government) and Tex-Lam
Electric Cooperative, Inc. (Tex-La.

Capacity and Energy Charges: Sections 2,
3, and.35, respectively, of Contract No. 14-
02-001-864. are amended to "read as follows:

/ "Sectioh 2. Compensation by Tex-La to
Government (a) Tex-La shall compensate
the Government each month for firm.power

'Marked "Rate Schedule 14-02-001-864"
for reference purposes only, not so designat-
ed in proceedings before the Federal Power
Commission.

capacity and associated energy purchased
under Seotion 1, hereof, at the following
rates:

CAPACITY CHARGE

(a) During the period until the twentieth
day- of the month following the ,date the
firstpQwer, generating unit at the Harry S
Truman Dam Is placed in: commercial oper-
ation- in the intergrated system of SWPA.
the.capacity charge shall be: $1.73 per kilo-
watt per month of 'Billing Demand'. as de-
fined in Section 3, hereof.

(b) Commencing- on the twentieth -lay of
the month followiug the 'date the'first
power generating unit at the flarry S
Truman Dam is.placed, in commercial oper-
ation in the integrated system of SWP'A, the
capacity charge shall be: $1.86 per kilowatt
per month of 'Billing Demand', as defined in
Section 3, hereof.

" ENERGY CHARGE

(i) $0.00309 per kilowhtt-hour for the first
100 kilowatt-hours per kilowatt per month
of 'Billing Ddmand'.

(ii) $0.00459 per kilowatt-hour for the
next 340 kilowatt-hours per kilowatt per
month of 'Billing Demand.

(ll) $0'00659 per kilowatt-hour for each
kilowatt-hour delivered to Tex-La, during
any month in excess of 440 kilowatt-hours
per kilowatt per month of 'Billing Demand.'

"Section 3. Billing Demand. The 'Billing
Demarid' for any month for firm power ca-
pacity purchased by Tex-La from the Gov-
ernment under Section 1 hereof, shall be
the number of kilowatts -computed under
the formula-

BDfA xC.
_B "

with the factors defined as follows:

BD=Tex-La Billing Demand forany partic-
ular month.

A=The sum of the maximum 30-minute in-
tegrated demands -recorded during such
month at the points of delivery to the
Tex-La members served from the system
of the Company, but not less than 75%
of the -highest Factor 'A' established
during the 12-month period ending with
such month.

B=The greatest Factor "A' established
during the 12-month period ending with
such month.

C=15,000 kilowatts."
"Section 35- Firm Energy Accounting. The

quantity of energy associated with firm
power capacity (hereinafter referred to as
"firm energy") purchased by Tex-La from

.the Government each month shall be com-
puted under the formula-

PE=FD x TE.
D

with the, factors defined as follows:

FE=The total number of kilowatt-hours of
firm energy purchased by Tex-La from
the Governmbnt during any-,particular
month. I

FD=15000 kilowatts.
TE=The sum, total number of kilowatt-

hours of energy delivered to Tex-La
during such month -as metered at the
points of delivery designated by the"
Government pursuant to Section 5,
bereof.

D=Elther the highest sum of the 30-minute
maximum integrated demands recorded
at the points of delivery to Tex-La men--

bers designated by the Government
served from the system of the Company
during such month, or the highest sum
of the 30-minute maximum integrated
demands recorded at the points of delivs
ery to Tex-La members designated by
the Government served from the system
of the Company' during the preceding
eleven months, whichever is greater."

[FR Doc. '19-7169 Filed 3-8-79; 8:45 am]

[6210-0i-MI
FEDERAL RESERVE SYSTEM

ATTICA BANK CORP.

Formation of Bank Holding Company

Attica Bank Corporation, Attica,
Kansas, has applied for the Board's
approval under § 3(a)(1) of the Bank
Holding Company Act (12 U.S.C.
§ 1842(a)(1)) to become a bank holding
company by acquiring 96.67 per cent
of the voting shares (less directors'
qualifying shares) of The First Nation-
al Bank of Attica, Attica, Kansas. The
factors thatlare considered in acting
on the application' are set forth ih
§ 3(c) of the Act (12 U.S.C. § 1842(c)).

The application may be inspected at
the offices of the Board'of Governors
or at the Federal Reserve Bank of
Kansas City. Any person wishing to
comment on the application should
submit views in writing to the Reserve
Bank, to be received not later than
March 30, 1979. Any comment on an
application that requests a hearing,v
must include a statement of why a
written presentation would not suffice,
In lieu of a hearing, Identifying specifl-
cally any questions of fact that are in
dispute and summarizing the evidence
that would be presented at a hearing,

Board of Governors of the Federal
Reserve System. March 2, 1979.

THEODORE E. ALLISON,
Secretary of the Board.

[FR Dc. 79-7127 Filed 3-8-79; 8:45 am]

[6210-01-M]
BANK HOLDING COMPANIES

Proposed De Novo Nonbank Activities

The bank holding companies listed
14 this notice have applied, pursuant
to section 4(c)(8) of the Bank Holding
Company Act (12 U.S.C. § 1843(c)(8))
and section 225.4(b)(1) of the Board's
Regulation Y (12 CFR §225.4(b)(1)),
for permission to engage de novo (or
continue to engage in an activity earli-
er commenced de novo), directly or in-
directly, solely in the activities indicat-
ed, which have been determined by
the Board of Governors to be closely
related to banking.

With respect to each application, In-,
terested persons may express their',
views to the appropriate Federal Re-
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serve Bank on the question whether
consummation of the proposal can
"reasonably be expected to produce
benefits to the public, such as greater
convenience, increased competition, or
gains in efficiency, that outweigh pos-
sible adverse effects, such as undue
concentration of resources, decreased
or unfair 'competition, conflicts of in-
terest, or unsound banking practices."
Any comment on an application that
requests a -hearing must include a
statement of the reasons a written
presentation would not suffice in lieu
of a hearing, identifying specifically
any questions of fact that are in dis-
pute, summarizing the evidence that
would be presented at a hearing, and
indicating how the party commenting
would be aggrieved by approval of
that proposal.

Each application may be inspected
at the offices of the Board of Gover-
nors or at the Federal Reserve Bank
indicated for that application. Com-
ments and requests for hearing should
identify clearly the specific applica-
tion to which they relate, and should
be submitted in writing and received*
by the appropriate Federal Reserve
Bank not later than March 30, 1979.

A. Federal Reserve Bank of San
Francisco, 400 Sansome Street, San
Francisco, California 94120:

FIRST BANCORPORATION, Salt
Lake City, Utah (industrial loan and
insurance activities; Utah):'to engage,
through its subsidiary, Foothil Thrift
and Loan, in the industrial loan busi-
ness; and to act as agent for the sale of
life and accident and health insurance
directly related to its extensions of
credit. These activities would be con-
ducted from an office in Salt Lake
City, Utah, and the geographic area to
be served is principally the Salt Lake
City area, but may extend throughout
Utah.

B.- Other Federal Reserve Banks:
None.

Board of Governors of the Federal
Reserve System, March 2, 1979.

THEODORE E. ALLISON,
Secretary of the Board.

EF Doc. 79-7128 Filed 3-8-79; 8:45 am]

FIRST BANKSHARES OF-WYOMING

Formation of Bank Holding Company

First Bankshares of Wyoming, Chey-
ene, Wyoming, has applied for the
Board's approval under § 3(a)(1) of the
Bank Holding Company Act (12 U.S.C.
§ 1842(a)(1)) to become a bank holding
company by acquiring 80 percent or
more of the voting shares of The First
National Bank and Trust Company of

.Wyoming, Cheyenne, Wyoming, Wyo-
ming State Bank, Cheyenne, Wyo-
ming, aifd First National Bank in
Wheatland, Wheatland, Wyoming.
The factors that are considered in

NOTICES

acting on the application are set forth
in § 3(c) of the Act (12 U.S.C.-
§ 1842(c)).

The application may be Inspected at
the offices of the Board of Governors
or at the Federal Reserve Bank of
Kansas City. Any person wishing to
comment on the application should
submit views in writing to the Reserve
Bank, to be received not later than
March 30, 1979. Any comment on an
application that requests a hearing
must include a statement of why a
written presentation would not suffice
in lieu of a hearing, Identifying specifi-
cally any questions of fact that are In
dispute and summarizing the evidence
that would be presented at a hearing.

Board of Governors of the Federal
Reserve System, March 5, 1979.

THEODORE E. ALLiSON,
Secretary of the Board.

[FR Doe. 79-7129 Filed 3-8-79; 8:45 am]

[6210-01-M]

FIRST BUSEY CORP.

Formation of Bank Holding Company

First Busey Corporation, Urbana, I1-
linois, has applied for the Board's ap-
proval under § 3(a)(1) of the Bank
Holding Company Act (12 U.S.C.
§ 1842(a)(1)) to become a bank holding
company by acquiring 100 percent or
more of the voting shares (less direc-
tors' qualifying shares) of Busey First
National Bank, Urbana, Illinois. The
factors that are considered In acting
on the application are set forth in
§ 3(c) of the Act (12 U.S.C. § 1842(c)).

The application may be Inspected at
the-offices of the Board of Governors
or at the Federal Reserve Bank of Chi-
cago. Any person wishing to comment
on the application should submit views
in writing to the Secretary, Board of
Governors of the Federal Reserve
System, Washington, D.C. 20551 to be
received no later than April 12. 1979.
Any comment on an application that
requests a hearing must include a
statement of why a written presenta-

Itibn would not suffice in lieu of a
hearing, Identifying specifically any

.questions of fact that are in dispute
and summarizing the evidence that
would be presented at a hearing.

Board of Governors of the Federal
Reserve System, March 2,1979.

THEODORE . ALLIsON,
Secretary of the Board.

[FR Doe. 79-7130 Filed 3-8-79; 8:45 am]
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[6210-01-M]
LOS HACENDADOS, INC.

Formation of Bank Holding Company

Los Hacendados, Inc., Clayton, New
Mexico, has applied for the Board's
approval under §3(a)(1) of the Bank
Holding Company Act (12 U.S.C.
§ 1842(a)(1)) to become a bank holding
company by acquiring 80 per cent or
more of the voting shares (less direc-
tors' qualifying shares) of First Nation-
al Bank In Clayton, Clayton, New
Mexico. The factors that are consid-
ered in acting on the application are set
forth In §3(c) of the Act (12 U.S.C.
§ 1842(c)).

Los Hacendados, Inc., Clayton, New
Mexico, has also applied, pursuant to
section 4(c)(8) of the Bank Holding
Company Act (12 U.S.C. § 1843(c)(8))
and § 225.4(b)(2) of the Board's Regu-
lation Y (12 CFR §225.4(bX2)), for
permission to- engage de crwo as agent
or broker in the sale pursuant to sec-
tion 225.4(a)(9X)(a) of the Board's
Regulation Y (12 CFR
§ 225.4(a(9)(ii)(a)) of property and
casualty insurance that Is directly re-
lated to extensions of credit originated
by Its subsidiary bank and in the sale
pursuant to section 225.4(a)(9)(i) of
the Board's Regulation Y f12 CFR
§ 225A(a)(9)(i)) of insurance for its
banking subsidiary. These activities
would be performed from offices of
bank at 201 Main Street, Clayton, New
Mexico, and the geographic area to be
served Is Clayton, New Mexfco and Its
surrounding communities, western
portions of Cimmaron County, Okla-
homa and DalIam County, Texas.
Such activities have been specified by
the Board in section 225.4(a) of Regu-
lation Y as permissible for bank hold-
ing companies, -subject to Board ap-
proval of individual proposals in ac-
cordance with the procedures of sec-
tLion 225A(b).

Interested persons may express their
views on the question whether con-
summation of the proposal can 'ea-
sonably be expected to produce bene-
fits to the public, such as greater con-
venlence, increased competition, or
gains in efficiency, that outweigh pos-
sible adverse effects, such as undue
concentration of resources, decreased
or unfair competition, conflicts of in-
terests, or unsound banking practices."
Any request for a hearing on this
question must be accompanied by a
statement of the reasons a written
presentation would not suffice in lieu
of a hearing, Identifying specifically
any questions of fact that are in dis-
pute, summarizing the evidence that
would be presented at a hearing, and
indicating how the party commenting
would be aggrieved by approval of the
proposal.

The application may be inspected at
the offices of the Board of Governors
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or at the Federal Reserve Bank of
Kansas City.

Any views or requests for hearing
shoulil be submitted in writing and re-
ceived by the Secretary, Board of Gov-
ernors of theFederal Reserve System,
Washington, D.C. 20551, not later'
than March 31, 1979.

Board of Governors of the Federal
Reserve System, March 1, 1979.

THEODORE E. ALLIsoN,
Secretary of the Board.

FR Doe. 79-7131 Filed 3-8-79; 8:45 am]

[6210-01-M]

MAINLAND BANCSHARES, INC.

Formation of Bank Holding Company

Mainland Bancshores, Inc., La
Marque, Texas, has applied for the
Board's approval under § 3(a)(1) of the
Bank Holding Company Act (12 U.S.C.
§ 1842(a)(1)) to become a bank holding
company by acquiring 80 per cent or
more of the voting shares of First
Bank of La Marque, La Marque,
Texas. The factors that are considered
in acting on the application are set
forth in § 3(c) of the Act (12 U.S.C.
§ 1842(c)).

The application may be Inspected at
the offices of the Board of Governors
or at the Federal Reserve Bank of
Dallas. Any person wishing, to com-
ment on the application should submit
views in writing to the Secretary,
Board of Governors of the; Federal Re-
serve System Washington, -D.C., 20551
to be received'no later than April 1,
1979. Any comment on an application
that requests a hearing must include a
statement of why a written presenta-
tion would not suffice in lieu of a
hearing, Identifying specifically any
questions of fact that are in dispute
and summarizing the evidence that
would be presented at a hearing. 1

Board of Governors of the Federal
Reserve System, March 1,1979.

THEODORE E. ALLisoN,
Secretary of the Board.

[FR Doc. 79-7132 Filed 3-8-79; 8:45 am]

[6210-01-M]

MULESHOE BANCSHARES, INC.

Formation of Bank Holding Company

Mulshoe Bancshares, Inc. Muleshoe,
Texas, has applied for the Board's ap-
proval under § 3(a)(1) of the. Bank
Holding Company Act' (12 U.S.C.
§ 1842 (a)(1)) to become a bank hold-
ing company by acquiring 80 per cent
or more of the voting shares of First
National Bank of Muleshoe, Muleshoe,
Texas. The factors that are considered
in acting on the application are set

NOTICES

forth f-r § 3(c) of the Act (12 U.S.C.
§ 1842(c)). -

The application may be inspected at
the offices of the Board of Governors
or at - the Federal Reserve Bank of
Dallas. Any person wishing to com-
ment on the application shold submit
views in writing to the Reserve Bank,
to be received not later than April 25,
1979. Any comment on an application
that requests a hearing must include a
statement of why a written presenta-
tion would not suffice in lieu of a
hearing, identifying specifically any
questions of fact that are in dispute
and summarizing the evidence that
would be presented at a hearing.

Board of Governors of the Federal
Reserve System, March 2, 1979.

THEODOR E. ALLIsON,
Secretary of the Board.

CFR Doe. 79-7133 Filed 3-8-79; 8:45 am]

[6210-01-MI
TENNESSEE VALLEY BANCORP, INC.

Proposed Expansion of Activities of Tennessee
Valley Life Insurance Company, Phoenix, Ariz.

Tennessee Valley Bancorp, Inc.,
Nashville, Tennessee, has applied, pur-
suant to section 4(c)(8) of the Bank
Holding Company Act (12 U.S.C.
§ 1843(t)(8)) and § 225.4(b)(2) of the
Board's Regulation Y (12 CFR
§ 225.4(b)(2)), for permission to expand
the insurance underwriting activities
of Tennessee Valley Life Insurance
Company, Phoenix, Arizona.

Applicant states that its subsidiary
would engage in the expanded activi-
ties of underwriting, as reinsurer, acci-
dent and health insurance and joint
life insurance which -are directly relat-
ed to extensions of credit by Its bank
holding company system These activi-
ties would be performed from offices
of Applicant's subsidiary in Phoenix,
Arizona, and the geographic area to be
served is the State of Tennessee. Such
activities have been specified by the
Board .in section 225.4(a) of Regula-
tion Y as permissible for bank holding
companies, subject to Board approval
of individual proposals in accordance
with. the procedures of section
225.4(b).

Interested persons may express their
views on the question whether con-
summation'of the proposal can "rea-
sonably be-expected to produce bene-
fits to the public, such as greater con-
venience, increased competition, or
gains in efficiency, that outweigh pos-
sible adverse effects, such as undue
concentration of resources, decreased
or unfair competition, conflicts of in-
terestS, or unsound banking practices."
Any request for a hearing on this
question must be accompanied by a
statement. of-the reasons a written
presentation would not suffice in lieu

of a hearing, Identifying specifically
any qtiestions of fact that are In dis-
pute, 'summarizing the evidence that
would be presented at a hearing, and
indicating how the party commenting.
would be aggrieved by approval of the
proposal.-

The application may be Inspected at
the offices of the Board of Governors
or at the Federal Reserve Bank of At-
lanta or the Federal Reserve Bank of
San Francisco.

Any views or requests for hearing
Ahould be submitted in writing and re-
ceived by the Secretary, Board of Gov-
ernors of the Federal Reserve System,
'Washington, D.C. 20551, not later
than April 2, 1979.

Board of Governors of the Federal
Reserve System, March 2, 1979.

THEODORE E. ALLISON,
Secretary of the Board.

CFR Doe. 79-7134 Filed 3-8-79; 8:45 am]

[6210-01-M]

ZIONS UTAH BANCORPORA71ON

Acquisition of Bank

Zions Utah Bancorporatonj Salt
Lake City, Utah, has applied for the
Board's approval under § 3(a5(3) of the
Bank Holding Company Act 12 U.S.C.
§ 1842(a)(3)) to acquire 98.8 per cent of
the voting shares of Zons First Na-
tional Bank of Cedar City, Cedar City,
Utah, The factors that are considered
in acting on the application are set
forth in § 3(c) of the Act (12 U.S.C.
§ 1842(c)).

The application may be inspected at
the offices of the Board of Governors
or at the Federal Reserve Bank of San
Francisco. Any person wishing to com-
ment on the application should submit
views in writing to the Reserve Bank
to be received not later than March
30, 1979. Any comment on an applica-
tion that requests a hearing must in-
clude a statement of why a written
presentation would not suffice In lieu
of a hearing, identifying specifically
any questions of fact that are in dis-
pute and summarizing the evidence
that would be presented at a hearing.

Board of Governors of the Federal
Reserve System, March 1, 1979.

THEODORE E. ALLIsoN,
Secretary of the Board.

[FR Doe. 79-7135 Filed 3-8-79; 8:45 am]
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NOTICES

[4110-03-M]
DEPARTMENT OF HEALTH,

EDUCATION, AND WELFARE

Food and Drug Administration

FERTILITY AND MATERNAL HEALTH DRUGS
ADVISORY COMMITTEE

Meeting Cancellation

AGENCY: Food and Drug Administra-
tion.
ACTION: Notice.
SUMMARY: The Fertility and Mlater-
nal Health Drugs Advisory Committee
meeting scheduled for March 16, 1979
and announced by notice in the FzDER-
AL REGISTER of February 16, 1979 (44
FR 10128), has been canceled.

FOR FURTHER INFORMATION-
CONTACT:

A. T. Gregoire, Bureau of Drugs
(HFD-130), Food and Drug Adminis-
tration: Department of Health, Edu-
cation, and Welfare, 5600 Fishers
Lane, Rockvilie, MD 20857, 301-443-
3520. -

Dated: March 1, 1979.
WILItTA"F. RANDOLPH,

ActingAssociate Commissioner
forRegblatory Affairs.

EF Dc. 79-7022 Filed 3-8-79; 8:45 am]

[4110-03-M]
[Docket No. 78N-0269]

PENNWALT CORP., ET XL

New Drug Applications; Withdrawal of
Approval

AGENCY: Food and Drug Administra-
tion.
ACTION: Notice.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is withdrawing ap-
proval of 42 new drug applications and
1 abbreviated new drug application on
the grounds that the applicants failed
to submit annual reports, as required
under the Federal Food, Drug, and
Cosmetic Act, and that they waived

.their opportunities for hearings. The
drug products affected by this with-
drawal-are no longer marketed.
EFFECTIVE DATE: March 19, 1979.
FOR FURTHER INFORMATION
CONTACT:.

Herbert Behrens, Bureau of Drugs
(HFD-105), Food and Drug Adminis-
tration, Department of Health, Edu-
cation, and Welfare, 5600 Fishers
Lane, Rockville, MD 20857, 301-443-
4320.

SUPPLEMENTARY INFORMATION:
The holders of the new drug applica-
tions listed below have not submitted
annual reports of experience with the
drugs as required and have advised the

13079

FDA that marketing of the drugs in-
volved has been discontinued. The ap-
plicants have requEsted withdrawal of
approval of the new drug applications
and have waived their opportunities
for hearings.

NDA No. Druz nae Appllcant= s name andaddre-sa

3-205- Metroptne Ponnat. Corp- P.O. Box 1710. Rochester.
NY 14 03.

4-298 - Metroplne with Phenobarbital.. Do.
5-307 . . . ercuhydrln Merrell-Natlonal Lab-_ Divtlen of Richard-

wn.MerreflL C~Mcindnt, OH 45215.
5-616 .iquId Germicidal Determent Parke. DavI3 & Co. Box 118-GPO. Detroit,

31 48232.
6-305 ...... . --- Methadone Hydrozblarlde. . Merck Sharp & Dohme. DhL-ztn of Merck&

Co.. I=. Weat Point. PA 19426.
6-311 - Methadone Hydro.hbrhdL - The Upjohn Co., 7171 Portage Rd.. Halama-

zoo, MI 4502.
8-066 __ Unacalne HCI Solution- Nocol Chemical M3fg. Co. Inc.. 2911-23 At-

lantic Ave. Brooklyn, NY 11207.
8-447 .... Sodium PhosphateP-3: Abbott Laboratorle. North Chicago. IL

G664.
8-494- Malcotran Penn-alt. Corp.

8-724 - Sodium Su..f.-tralde Ophthalmic
Olnt mnt ICU Pharmaceutlcal. Inc.. 5040 Lmter Rd..

CinclanatL OH 45213.
9-211-.........- Neomeil The Central Pharmacal Co. 112-128 East

Third St. Seymour, IN 47274-
9-510 - Aurcoloid-193 Abbott Lzb-ratorfez.
9-513 - Cortl-one AcctatO Rexall Drug Co. 3901 North Klnhlzhway,

St. luts, MO 63115.
9-758 Reerpine Morton PharmaceutlcaLs. 1625-39 North

Highland, Memphis. TN 38103.
9-769 9 - Bubartal Sodium ........ .. Philipa Roxane I boratoris 330 Oak St.

Columbu . OH 43216.
9-868- Biockala 1C 0.57, Sterling Drug Inc.. 90 Park A-.. Nev York.

NY IC016.
9-912 Rauw-Tina Walker. Corp. & Co- Inc.. P.O. Dmrwer 1320.

Syracme. NY 13201.
9-919 - Racliromate 51 Abbott Laboratorf.
11-313 Niacn Merrell-Natlonal Labs.
11-999 Gatrix . R=ell Laboratoren. Inc.. 210 Main Street

west. Baudztte. MN 56623.
12-416 Stedytab Delfetanlne - Ea-tern Reearch Laboratorie-s Inc.. 302

South Central Ave.. Baltimomr MD 21202.
12-529- - MetranlDuracap- Meyer Laboratore. 1900 West CommerciaI

Blvd.. t. Lauderd3le. PL 33309.
12-645 Ed"- Star Dental Mfg. Co. Inc.. Ford Brtdze Rd.,

Conshohocken. PA 1942&-

12-729- - Chymotest, Chromafloy Pharmaceuticals In. 12741 Cap-
Ital Ave.. Oak Park. M148237.

12-737- - Wlpo Dorrey Laboratorle Box 83233, Ilncoln. NB
6301.

14-084 Rn cbalamln-57 ... ... .. Abbott Laboratorle.
14-714 Th.areti- Blulilne Laboratories. Inc 302 South Broad-

w. S. Lould. MO 63102. -

16-136 CarbocalneC1 4, SterlIngDrur. Inc.
16-274 - HIppuran-131 Abbott Labortorm.
16-436 - VanI.tol___ _________ _- Revell Laboratorie. In
16-498 Pentaerythritl tetranltrate- Arnar.Stone Laboratories. Inc. 601 East Ken-

elazion Rd.. Mount Prospect. IL 60056.
16-507 Coap Blullne Labaorfes. Inc.
16-646 - Chlormerodrin HE 203 Maifnckrodt. Inc.. P.O. Box 5840. St Leafs

MO 63134.
16-825 - Pertscan-9Sm Abbott Laboratori.
16-855 . Pentaerythrtol tetrantmate - Phlipa Roxane Laboratori. Inc.
17-026 Technetum Tc 99m- Mallinckrodt. Inc
17-121, Sodium Prtechnetate To 99m - Do.
17-259 - Chromlc Phosphate P32 Abbott Laboratories.
17-260 - Stronscan--S Do.
17-470- -.. ... Mektec 99 Automatic iUquid Ex-

tractior Ailergan Pharmaceuticals. Inc., 2525 Dupont
Drive. Irvine. CA 92713.

17-839 -__ -__- Macrosan-131__- ___- __- Abbott laboratories.
17-841 - Rlsa-131H. Do.
80-233 - Cortisone Acetate Rexal Drug Co.
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Therefore, under the Federal Food,
Drug, and Cosmetic Act (See. 505(e),
76 Stat. 782 as amended. (21 U.S.C.
355(e))), and under authority delegat-
ed to .the Director of the Bureau of
Drugs (21 CFR 5.82), approval of the
new drug applications listed above,
and supplements thereto, is hereby
withdrawn on the grounds that the
applicants have failed to make reports
under section,, 505(j) of the act (21,
U.S.C. 355(j)) and §§ 310.300 or 310.302
(e) -and (f) of the new drug regulations
(21 CFR 310.300 and 310.302(e) and
(f)).

This order will become effective on
March 19, 1979.

Dated: February 27, 1979.
J. RIcHAmw Ciour,

Director, Bureau of Drugs.
CFR Doe. 79-6584 Filed-3-8-79; 8:45 am]

[1505-01-M]

Food and Drug Administration"

[Docket No. 78N-0427]

SAFETY OF CERTAIN FOOD -INGREDIENTS

Opportunity for Public Hearing

[NOTE: This document originally appeared
in the FEDERAL REGISTER for Wednesday,
March 7, 1979 through an editorial over-
sight. It is reprinted'in this issue to meet
the Tuesday/Friday publication schedule
assigned to the Food and Drug Administra-
tion, Health, Education, and Welfare De-
partment. In addition, the Federal Register
Document Number and file time is corrected
to read as shown below.]
AGENCY: Food and Drug Administra-
tion.
ACTION: Notice.

SUMMARY: This document an-
nounces an opportunity for public
hearing on the safety of certain ascor-
'bates and certain copper salts to deter-
mine if they are generally recognized
as safe (GRAS) or subject to a prior
sanction. This action accords with pro-
cedures of a comprehensive safety
review that the agency is conducting.
Interested persons are invited to give
their views on the safety of these sub-
stances.

NOTICES

DATE: Requests to make oral presen-
tations at the public hearing must be
postmarked on or before April 9, 1979.

ADDRESS: Written requests to the
Select -Committee on GRAS Sub-
stances, Life Sciences Research Office,
Federation of American Societies for
Experimental Biology, 9650 Rockville
Pike, Bethesda, MD 20014, and to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane; Rockville, MD 20857.

FOR FURTHER INFORMATION
CONTACT:
- Corbin I. Miles, Bureau of Foods

(HFF-335), Food and Drugs Admin-
istration, Department of Health,
Education, and Welfare, 200 C St.
SW., Washington, DC 20204, 202-
472-4750.

SUPPLEMENTARY. INFORMATION:
In the FEDERAL -REGISTER of July 26,
1973 (38 FR 20053),'the Commissioner
of Food and Drugs issued a notice ad-
vising the public that an opportunity
would be provided for oral presenta-
tion of data, Information, and views at
public hearings to be conducted by the
Select Committee on GRAS Sub-
stances of the Life Sciences Research
Office, Federation of American Soci-
eties for Experimental Biology (here-
inafter, the Select Committee), about
the safety of ingredients used in food
to determine whether they are GRAS
or subject to a prior sanction.

The Commissioner now gives notice
that the Select Committee is prepared
to conduct public hearings on the fol-
lowing categories of food ingredients:
certain ascorbates (L-ascorlic acid, cal-
cium L-ascorbate, sodium L-ascorbate,
ascorbyl palmitate, erythorbic acid,
and sodium erythorbate for direct
food use); and certain copper salts
(copper gluconate and cuprous iodide
for direct food use, and copper sulfate
for direct food use and food-packaging
materials). The public hearing will
provide an opportunity, before the
Select Committee reaches its final
conclusions, for any interested
person(s) to present scientific data, in-
formation, and views on the safety of
these substances, in addition to com-

ments previously submitted in writing
as a result of notices published In the
FEDERAL REGISTER of July 26, 1973 (38
FR 20051, 20053), April 17, 1974 (39
FR 13798), and March 28, 1978 (43 FR
12941).

The Select Committee has reviewed
all the available data and information
on the categories of food ingredients
listed above and, for each, has consid-
ered which one of the following five
tentative conclusions would be appro-
priate:

1. There is no evidence in the availa-
ble information that demonstrates, or
suggest. reasonable grounds to sus-
pect, a hazard to the public when the
substance is used at levels that are
now current or that might reasonably
be expected in the future.

2. There Is no evidence In the availa-
ble information that demonstrates, or
suggests reasonable grounds to sus-
pect, a hazard to the public when the
substance Is used at levels that are
now current and in the manner now
practiced. However, itis not possible
to determine, without additional data,
whether a significant increase In con-
sumption would constitute a dietary
hazard. -

3. Although no evidence In the avail-
able information demonstrates a
hazard to the public when the sub-
stance is used at levels that are now
current and In the manner now prac-
ticed, uncertainties exist requiring
that additional studies be conducted.
(This finding does not apply to the
substances covered by this notice.)

4. The evidence is insufficient to de-
termine that the adverse effects re-
ported are not deleterious to the
public health when the substance Is
used at levels that are now current
and in the manner now practiced.
(This finding does not apply to the
substances covered by this notice.)

5. The information available is not
sufficient to make a tentative conclu-
sion. (This fliiding does not apply to
the substancescovered by this notice.)

The following table lists each ingre-
dients, the Select Committee's tenta-
tive conclusion (keyed to the five
types of conclusions listed above), and
the available information on which
the Select Committee reached its con-
clusions:

Select
committee Scientific literature review Animal study report (order No.: Other information (order No.: price code: price)
tentative (order No.; price code; price) price code; price)

conclusion

Ascorbates:
L-Ascorbic acid .....................
Sodium L-ascorbate ....................
Calcium L-ascorbate .......-.................
Ascorbyl palmitate (Palmitoyl L-

ascorbate).
Erythorblc acid (D-isoscorbic acid)
Sodium erythorbate(Sodlum Dn.

lsoascorbate). ,:

PB-241-969/AS (ascorbic
acid); A-18; $13.25.. .

PB-223-866/AS (ascor-
bates); AO6; $6.50..

1. Teratological evaluation
of FDA 71-65 (ascorbic acid)
in mice and rats, by Food and
Drug Research Labs., Inc..
under FDA contract (PB-245-
518/AS); A03; $4.50.

2' Teratological evaluation
of FDA 71-68 (sodium eryth-
orbate) in mice and rats, by
Food and Drug Research
Labs., -Inc., under FDA con-
tract (PB-245-531/as); A03;
$4.50.

1. Human Intake data taken from "A Col.
prehensive Survey of Industry on the Use of
Food Chemicals Generally. Recognized as
Safe (GRAS)," available from the National
Technical Information Service, 11-221-920
(set); F-99; $1 3.00

2. Toxicity and teratogenielty studies In
ascorbic acid; submitted by the University of
Arizona.
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Select
Substance committee Scientific liferature review Animal study report (order No.: Other lnformaton (order No-: price code- prce)

tentative (order No. price code: price) price code: price)
conclusion

3. Mutagenlc evaluation
(Tier 1) of compound FDA 71-
85 (ascorbic add), by Litton
Blonetlca, Inc., under FDA
contract (PB-245-491/AS),
AO3; $4.60.

4. Mutagenc evaluation
(Tier ) of compound FDA 71-
60 (certhorblc ctid USP.
FCC), by Litton BlonetcI.
Inc, under FDA contrct
(PI3-245-437/AS); A03: $4.50.

5. Mutacnec evaluation
(Tier I) of compound FDA 75-
64 (codlum ascorbate USP.
FCC) by Litton Blonetca.
Inc . under FDA contract
(P3-279-202/AS), A04: $5.25.

(. Mutaneala evaluation
(Tier 1) of compound FDA 5-
63 (calcium ascorbate FCC)
by Litton Blonetka. Inc.
under FDA contract (PB-279-
201/AS. A04; 35.25.

Copper salts:
Direct food in use:

Copper gluconate ..........
Cuprous iodide-. ......
Copper sulfate

Food packaging
materials:

Copper sulfate

PB-241-961/AS; A05; $6.00..
PB-275-749/AS; A03; $4.50

I. Mutagenl, evaluation
(Ter I) of compound FDA 71-
62 (copper Cluconate) by
Litton Blonetic . Inc.. PB-
245-490/AS) A03: $4,50.

2. ?Jutagenlc evaluation
(Tier I) of FDA 75-70. (cu.
prous Iodide technical by
Litton Blonetlca. Inc.- (PB-
2"9-263/AfS) A04; $5.25.

3. InveUZoatlon on the toxic and terato-
Cenic effects of GRAS substances on the de-
veloping chick embryo: [Sodium ascorbate];
submitted by Ohio State.

4. Investigations on the toxic and terato- ,

senic effects of GRAS substances on the de-
veloping chick embryo: Isodium erythorbatel;
submitted by Ohio State.

5. Investigations of the toxic and terato-
genic effects of GRAS substances to the de-
veloping chicken embryo: caldum ascorbate:
FDA lh-houze Investigation.

G. Inveatigations of the toxic and terato-
ce effects of GRAS substances to the de-

veloping chick embryo: Erythorbic acid sub-
mitted by St. Louis University School of
Medicine.

7. Study of mutagenic effects of sodium
erythorbate (No. 71-63) submitted by Stan-
ford Research InatItute.

8. Letter dated February 17, 1960 to Pfizer
and Co. Newz York.

9. Letter dated October 13, 1961 to G. Stan-
Iey. Newz Hampshire.

10. Memorandum dated November 4, 197
to S. Foman.

II. Comparfzon of metabolism of ascorble
acid and Psoacorbtc acid; FPC No. 0317;
Merck Institute of Therapeutic Research.

12. Absorption of L-ascorbate across mema-
brane vesicles from guinea pzg smal Intestine
and renal cortex= Inhibition by D-erythorbate
(--.Io scorbate); 1928; Bfochfmfca ef Zio'hy-
sca Acr" (in prem).

13. Steady-state7 turnover body pool of
ascorblc adid In man: 1978; Amerfcra Journal
of Cliniccl Nutrftfo,' (in press).

1. Human Intake data taken from -A Cor-.
prehensave Survey of Industry on the Use of
Good Chemicals Generally Recognised as
Safe (GRAS)." available from the National
Technical Information Service. PB-221-920
(cet): E-9n $173.00.

2. Letter' dated October 29. 1976. ith at-
tachmlents to 0. W. Irving. M.D.

3. Letter dated June 28.1978 to P. R. Senti.
M.D.

4. Memorandum dated September 12. 1978
from H. L Chinn.

5. One year chronic oral toxicity of copper
gluconate W10219A in beagle dogs research
report No. 955-0353; Warner-.Lambert Re-
search Institute.

6. Teratologlcal and embryotoxicity study
of W10219A (copper gluconate) in mice:
report No. 250-0655; Warner-Laip ert Re-
search Institute.

7. Teratologcal and embryotoxicity study
of W10219A (copper gluconate) in rats;
report No. 250-0653; Warner-.Lambert Re-
search Institute.

8. Investigation of the toxic and teratogenic
effects of GRAS substances to the developing
chick embryo: copper gluconate. FDA in-
house Investigation.

9. Inves~gation of the toxic and teratogenic
effects of GRAS substances to the developing
chick embryo: copper gluconate FDA In-
houe memorandum.

10. l ertlIty study of W10219A (copper gIn-
conate) In male and female albino Wistar
rats report No. 250-0661; Warner-Lambert
Research Institute.
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" Reports in the table with "PB" pre-
fixes t may be obtained from the Na-
tional Technical Information Service,
U.S. Department of Commerce, 5285
Port Royal Rd., Springfield, VA 22161.-

In addition to-the information con-
tained in the* documents listed in the
table above, the Select Committee sup-
plemented its reviews, where appro5ri-
ate, with specific information from
specialized sources as announced in a
previous ,hearing opportunity pub-
lished in the FEDERAL REGISTER of Sep-
tember 23, 1974 (39 FR 34218).

The Select Committee's tentative re-
ports on (1) L-ascorbic acid, calcium
and sodium L-ascorbates, ascorbyl pal-
mitate, erythorbic acid, and sodium

'erythorbate for direct food use, and
(2) copper gluconate -and cuprous.
iodide for direct food use, and copper
sulfate for direct food use and food
packaging materials are available for
review. at the offices of the Hearing
Clerk (HFA-305), F'od and Drug Ad-,
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MAD 20857, and also at
the Public information 'Office, Food"
and Drug Administration, Rm. 3807,
200 C St. SW., Washington, DC 20204.
In addition, all reports and documents
used by the Select Committee to
reiew the ingedients are available for
review at the office of the Hearing
Clerk.,

To schedule the public hearing, the
Select Committee must be informed of
the number of persons who wish to
attend and the amount of time re-.

. quested to give their views. Accoiding-
ly, any interested person who wishes
to appear at the public hearing to
make an oral presentation shall so
inform the Select Committee in writ
ing addressed to the Select Committee
on GRAS Substances, Life Sciences
Research Office, Federation of Ameri-
can Societies for Experimental Biol-
ogy,. 9650 Rockville Pike, Bethesda,
MD 20014. A copy of each such re-
quest, identified with the Hearing
Clerk docket number found in brack-
ets in the heading of this document,
shall be sent to the Hearing Clerk, ad-
dress noted above, and all request

•shall be placed on public display in
that office. Any such request must be
postmarked on or before April 9, 1979,
shall state the substance(s) on which
an opportunity to present oral views is
requested, 'and shall state how much
time is requested for the presentation.
As soon as possible thereafter, a notice
announcing the date, time, place, and
scheduled presentations for any public
hearing that may be requested will be
published in the FEDERAL REGISTER.

'The purpose of the public hearing is
to receive data, information, afid views
not previously available to the Select
Committee about the substances listed
above. Information already contained
in the scientific literature reviews and
in the tentative Select Committee

report 'shall not be duplicated, al-
though views on the interpretation of
this material may be presented.
.Depending on the number of re-
quests for opportunity to make oral
presentations, the Select Committee
may reduce the time requested for any
presentation. Because of time limita-
tions, individuals and organizations
with common' interests are urged to
consolidate their presentations. Any
interested person may, in lieu of an
oral presentation, submit written
views, which shall be considered by
the Select Committee. Three copies of
such written views, identified with the
Hearing Clerk docketnumber found In
brackets in the heading of this docu-
ment, shall be addressed to the Select
Committee at the address noted above,
and must be postmarked not later
than 10 days before the scheduled
date of the hearing. A copy of any
written views will be sent to the Hear-
ing Clerk, Food and Drug Administra-
tion, and will be placed on public dis-
play in that office.A public hearing will be presided
over by a member of the Select Com-
mittee.-Hearings will be transcribed by
a reporting service, and a transcript of
each hearing may be purchased direct-
ly from the reporting service and will
be placed on public display in the,
office of the Hearing Clerk, Food and
Drug Administration.

I)6ted: March 1, 1979.

WLmAm F. RANDOLPH,
ActingAssociate Commissioner

for Regulatory Affairs.
[FR Doc. 79-676B Filed 3-8-79; 8:45 am]

[4110-39-M]

National Institute of Education

PANEL FOR THE REVIEW OF LABORATORY
AND CENTER OPERATIONS

Correction

In 44 FR appearing on page 11272 in
the issue of Wednesday, February 28,
1979, the first paragraph should show
that the next meeting of the Panel for
the Review .of Laboratory and Center
Operations will be held on March 17-
18 in the Conference Center of the
One Washington Circle Hotel, One
Washington Circle, N.W., Washington,
D.C.

Dated: March 7, 1979

GRADY McGONAGIL,
Staff Director. Panel for the

Re-biew of Laboratory and
Center Operations.

[FR Doe. 79-7268 Flied 3-8-79; 8:45 am]

FEDERAL REGISTER, VOL 44, NO. 48-FRIDAY, MARCH 9, 1979

NOTICES



[410-02-M].

Office of Education

ADVISORY COUNCIL ON DEVELOPING
INSTITUTIONS

Meeting

Notice is hereby given, pursuant to
section 10(a)(2) of the Federal Adviso-
ry Committee Act (Pub. L. 92-463),
that the next meeting of the Advisory
Council on Developing Institutions
will be held March 26 and 27, 1979,
from 9:00 a m. to 4:00 p.m. in Room
425-A, Hubert H. Humphrey Building,
200 Independence - Avenue, S.W.,
Washington, D.C. 20201.

The Advisory. Council on Developing
Institutions was established by Title
III of the Higher Education Act of
1965, as amended. The Council is gov-
erned by theprovisions of Part D of

•the -General Education'Provisions Act
and of the Federal Advisory Commit-
tee Act (Pub. L. 92-463). The Council
shall assist the Commissioner in iden-
tifying the characteristics of develop-
ing institutions through which the
purpose of Title II may be achieved,
and in establishing the priorities and
criteria to be used in making grants
under section 304(a) of that Title.

The meeting of the Council shall be
open to the public. The proposed
agenda in6ludes:

(1) Swearing-in of New Members of
the Council.

(2) Review of Committee Manage-
ment Legislation and Procedures re-
garding Advisory Councils.

(3) Review of Law and Regulations
regarding Title III of Higher Educa-
tion Act of 1965 as Amended.

(4) Discussion of Grant Award Proc-
ess including selection and responsibil-
ity of panel of readers.

(5) Program Monitoring and Pro-
gram Reviews.

(6) Technical Assistance to Title III
Institutiois.

(7) Issues in Postsecondary Reauth-
orization of Higher Education Legisla-
tion, especially Title III, HEA.

(8) Reports 'of Program Officers on
Title III Developing Institution Pro-'
grams.

(9) General administrative matters
including time and place of future
meetings, site visits by Council mem-
bers, and plans for the Annual Report.

(10) Other Administrative Matters
and Related Business.

Records shall be kept in the form of
the Council's Annual Report. Copies
of the Annual Report will be available
at a later date to the public at the
Office of the Director of the College
and University Unit, BHCE, located in
Room-3036, ROB-3, 7th and D Streets
S.W., Washington, D.C. 20202.

NOTICES

Signed at Washington, D.C. on
March 5, 1979.

PURSTON VALIEN,
OE Delegate to the Council

[FR Doc. 79-7193 Filed 3-8-79: 8:45 am]

[4110-89-M]

DESEGREGATION OF PUBLIC EDUCATION

Closing Dote for Transmiffal of Applicalions
for Fiscal Year 1979

Applications are invited for the fol-
lowing programs under the authority
of Title IV of the Civil Rights Act of
1964, as amended ("the Act"; 42 U.S.C.
2000c et seq.).

1. State Educational Agency pro-
grams for race, sex, and national
origin desegregation assistance, under
section 403 of the Act;

2. Training Institute programs for
race and sex desegregation assistance,
under section 404 of the Act; and

3. School Bolird Grants for sex de-
segregation assistance, under section
'405 of the Act.

The purpose of the awards is to help
solve problems related to the race, sex.
and national origin desegregation of
public 'elementary and secondary
schools.

Applications for Race, Sex, and Na-
tional Origin Desegregation Assistance
Center (DAC) programs are not cov-
ered by this notice. Under section
180.38 of the program regulations (45
CFR 180), the Commissioner may ap-
prove the 'continuation of existing
DAC programs for an additional
period if they meet the criteria in that
section. If the Commissioner deter-
mines that particular programs will
not be continued, a separate notice
will be published announcing the clos-
ing date for the geographic areas
served by those programs.

Applications for the Special Grants
to School Boards for Race and Nation-
al Origin Desegregation will not be
covered by a notice of closing date. Ap-
plicants for these grants may apply at
any time, but should first review the
eligibility requirements contained in
§§ 180.04 and 180.71(a) and (b) of the
program regulations.

Closing date for transmittal of apirli-
cations: Applications for awards must
be mailed or hand delivered by April
23, 1979.

Applications delivered by maiL" An
application sent by mail must be ad-
dressed to the U.S. Office of Educa-
tion, Application Control Center, At-
tention: 13.405A for Training Insti-
tutes, 13.405B for School Board
Grants, and 13.405C for State Educa-
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tional Agencies, Washington, D.C.
20202.

Proof of mailing must consist of a
legible U.S. Postal Service dated post-
mark or a legible mail receipt with the
date of mailing stamped by the U.S.
Postal Service. Private metered post-
marks or mail receipts will not be ac-
cepted without a legible date stamped
by the U.S. Postal Service. (NOTE:
The U.S. Postal Service does not uni-
formly provide a dated postmark. Ap-
plicants should check with their local
post office before relying upon this
method.) Applicants are encouraged to
use registered or at least first class
mal.

Each late applicant will be notified
that its application will not be consid-
ered in the current competition.

Applications deliverd by hand: An
application that is hand delivered
must be taken to the US. Office of
Education, Application Control
Center, Room 56737 Regional Office
Building 3, 7th and D Streets, S.W.,
Washington, D.C.

The Application Control Center will
aceept hand-delivered applications be-
tween 8:00 a.m. and 4:00 pm. (Wash-
ington, D.C. time) daffy, except Satur-
days, Sundays, and Federal holidays.

Applications that are hand delivered
will not be accepted after 4:00 p.m. on
the closing date.

Available funds: The total appropri-
ation for Title IV for FY 1979 is
$41,350,000. Of that amount, approxi-
mately $15,150,000 is available for the-
programs covered by this notice. It is-
estimated that $8,300,000 will be obli-
gated for awards to State Educational
Agencies; $5,500,000 for awards for
Training Institute programs; and
$1,350,000 for awards to School Boards
for sex desegregation assistance.

The above funds are expected to
support an estimated 174 projects.

The amount of each award for the
above projects is anticipated to be be-
tween $20.000 and $500,000.

These figures are only estimates and
do not bind the U.S. Office of Educa-
tion.

Application forms: Application
forms and program information pack-
ages are expected to be ready for mail-
ing by March 8, 1979. They may be ob-
tained by writing to the Division of
Technical Assistance, Equal Educa-
tional Opportunity Programs, US.
Office of Education (Room 2181-3,
FOB-6), 400 Maryland Avenue, S.W.,
Washington, D.C. 20202.

Applications must be prepared and
submitted In accordance with the reg-
ulations, instructions, and forms in-
cluded in the program information
packages. Applicants for school board
grants should be aware that the Com-
missioner will consider, in evaluating
applications for assistance, the finan-
cial and other resources -that the ap-
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plicant has available for meeting prob-
lems incident to sex desegregation.
These applicants may therefore wish
to address this criterion in their
applications.(See 45 CFR 180.64(a)(2).)

Applicable regalations: The regula-
'tions applicalle to this program are:

(a) General Provisions for Office of.
Education Programs (45 CPR Parts
100, 100a, and appendices), except to
the extent that those regulations are
inconsistent with 45 CFR Part 180,
and

(b) Regulations relating'generally to
programs under Title IV Iof the Civil
Rights Act of 1964 (45, CFR Part 180).

Further information" For further in-
formation contact Ms. Delia E. Alpert,
Acting Director, Division of Technical
Assistance, EEOP, U.S. Office of Edu-
cation (Room 2181-4, FOB-6), 400
Maryland Avenue, S.W., Washington,
D.C. 20202, Telephone: 202-245-8840.
(42 U.S.C. 2000c-2000c-5.)
(Catalog of Federal Domestic Assistance No.
13.405, Civil Rights Technical Assistance
and Training Programs.) -

Dated: March 5, 1979.
ERNEST L. BOYER,-

U.S. Commissioner of Education.
[FR Doe. 79-7147 Filed 3-8-79; 8:45 am]

[4310-70-M]

DEPARTMENT OF THE INTERIOR

National Park Service"

PROPOSED SNOWMOBILE POUCY

Extension of Public Comment Period

AGENCY: National Park Service, Inte-
rior.
ACTION: Extension of public com-
ment period on .proposed snovinobile
policy.
FOR - FURTHER INFORMATION
CONTACT:

Chief, Office of -Management Policy,
National Park Service, 18th and C
Streets, NW, Washington, D.C.
20240.
The NationalPark Service is extend-

ing the public review of its proposed
revisions to Its, management policy on
snowmobiles. The proposed policy and
an explanation of changes made to the
policy were printed in theFnRaAL
REGISTE,Vol. 43, No.. 236 for Thurs-
day, December 7,1978, 43 FR 57352.

Written comments will be accepted
until April 2, 1979. They may be of-
fered Independent of or in addition to
any oral comments given at the public
meetings which were conducted during
the month of January. -

Comments should be addressed to
Director, National Park'Service, U.S.
Department of the Interior, Washing-

NOTICES

ton, D.C. 20240. Attention: Chief,
Office of Management Policy.

WILL I J. WHAIeN,
'Director, National Park Service.

MAaCH2, 1979.
EFR Dec. 79-7138 Filed 3-8-79; 8;45 am]

[4310-02-M] .) -

Bureau of Indian Affairs

NEAR RESERVATION DESIGNATIONS

This notice is published in exercise
of authority delegated by the Secre-
tary of the Interior to the Assistant
Secretary-Indian Affairs by 230 DM
2.

In accordance with Title 25-Indi-
ans, Chapter 1-Bureau of Indian Af-
fairs, Department of the Interior,.Sub-
chapter D-Social Welfare, Part 20-
Financial Assistance and Social Serv-
ices Program (25 CFR 20) the Assist-
ant Secretary-Indian.Affairs has des-
ignated certain locales as "Near reser-

'vation" locations appropriate for the
extension of Bureau of Indian Affairs
financial assistance and/or social serv-
ices. The locales listed alphabetically
below by Bureau Agency Office juris-
diction are those designated for this
purpose:
. Agency: Pawnee.

Tribes: Kaw, Otoe-Missouria, Ponca,
Tonkawa Pawnee.'

"Near reservation" location: North
Boundary-Fom the west of Grant
County, along the Oklahoma-Kansas
state line, to the east boundary of Kay
County. East Boundary-Commencing
northeast corner of Kay .County,
south on Kay County line to Kaw City
thence southwest to the Arkansas
River, following Arkansas River to
Cimarron Turnpike. South- Bound-
ary-From juncture of Arkansas River
and Cimarron Turnpike, west on Cim-
arron Turnpike to State Highway 18,
south on State Highway 18 to the
Cimarron River, west along the Cimar-
ron River to Coyle, Oklahoma, thence

1ong State Highway 33 west to King-
fisher, Oklahoma. West Boundary-
Commencing at Kingfisher, Oklaho-
ma, north on State Highway 81 to the
Garfield County-line, west along the
Garfield County line to the west
boundary of Garfield County, thence
north along the west boundaries -of
Garfield and Grant Counties to the
Oklahoma-Kansas state llne (All of
the above within the state of Oklaho--
ma.)

Agency: Concho.
Tribes: Cheyenne-Arapaho.
"Nedr reservation" location: Wood-

ward, Major, Kingfisher, Canadian,
Blaine, Dewey, Custer, Washita, Beck-
ham, Roger Mills,Counties and that
southeastern portion of Ellis County

which falls within the former reserva-
tion boundaries. (All of, the above
within the state of Oklahoma.)

25 CFR 20-Financial Assistance
and Social Services Program regtila-
tions have full force and effect when
extending Bureau of Indian Affairs as-
sistance and/or services In the above
designated "Near reservation" loca-
tions.

Further Information about these
"Near reservation" designations may
be obtained from the Chief, Division
of Social Services, Bureau of Indian
Affairs, 1951 Constitution AvenUe,
N.W. Washington," D.C. 20245, tele-
phone 703-235-2756.

FORREST J. GERARD,.
Assistant Secrelary,'

IndianAffairs.
- [FR Doe. 79-7226 FIled 3-8-79: 8:45 am]

[4310-84-M]

Bureau of Land Management

MOTORIZED VEHICLES ON PUBLIC LANDS:
CLOSURE TO USE

Notice is hereby given that use of
motorized vehicles on certain public
lands within the Rogue Wild and
Scenic River boundary in Josephine
County; Oregon, is prohibited in ac-
cordance with the provisions of 43
CFR 6010.4. This closure does not
apply to emergency, law enforcement,
and federal or other government vehi-
cles while being used for official or
emergency purposes, or vehicles au-
thorized by permit or contract.
,The area affected by this closure

notice is located approximately 3l/a
river miles downstream, from the
Grave Creek Boat Landing, an area
called Whisky Creek. The legal de-
scription of the closed land Is: Wliam-
ette Meridian, T. 33 S., R. 8 W., Sec.
34, NWY4. A pin and box gate Is locat-
ed in the NW4 of Sec. 34 as a manage-
ment tool, but has been vandalized
many times.

The use of this public land by mo-
torized vehicles has Increased the pos-
sibility of vandalism to the*Whisky
Creek Cabin, which Is on the National
Historic Register. The gate not only
limits access to the cabin, but also to
the Rogue River Trail and the Canyon
itself. The road leading Into. the
Vh1sky Creek Cabin is very steep and
rugged. Over use of this road by vehi-
cles will cause excessive erosion and a
hazard to the public.The closure is effective Immediately
and will remain In effect no later than
February 22, 1980, or when the sched-
uled Activity Plan for the Wild Sec-
tion of Rogue River, under the admin-
istration of the Bureau of Land MaxI-
agement and the U.S. Forest Service,
is completed. Prior to a decision on
permanent closure of th6 identified
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land, public comment will be accepted
through scheduled public participa-
tion in the formation of the Activity
-Plan.

Violations of the regulations shall be
'Punishable by a fine of not more than
$1,000 or imprisonment for more than
12 months, or both.

Common points of access to the area
-will be posted. Maps showing the area
described above are available for ex-
amination at the Medford District
Office, Bureau of Land Management,
310 West Sixth Street, Medford,
Oregon.

Dated this 2nd day of March, 1979.

GEORGE C. FAANCS,Dis trict Manaer.

[ll Doc. 79-7220 Filed 3-8-79; Z:45 am)

1431 O-84--MJ

- tAA-6663-A through .AA-6663-1l

ALASKA

.Aasko Native ClGaims Selecion

On January 25 and October 17, 1974,
Ekwok Native Limited, for the Native
village of Ekwok, filed selection appli-
cations AA-6663-A through AA-6663-I
under tib -provisions of Sec- 12(a) of
the Alaska Native Claims Settlement
Act of December 18. 1971 (85 Stat. 688,
701; 43 U.S.C. 1601, 1611 (Supp. V.
1975)), for the surface estate of certain
lands in the Ekwok area.

As to the lands described below, the
applications, as amended, are properly
filed, and meet the requirements of
the Alaska Native Claims Settlement
Act and of the regulations issued pur-
suant thereto. These lands do not in-
cdude any lawful entry perfected
under or being maintained lA compli-
ance with laws leading to acqusition
of title.

In view of the foregoing, the surface
estate of the following described lands,
selected pursuant to Sec. 12(a$Y'aggre-
gating approximately 86,978 acres, is
considered proper for acquisition by
Ekwok Natives i/mited, and is hereby
approved for conveyance- pursuant to
Sec. 14(a) of the Alaska Native Claims
Settlement Act:

U.S. Survey No. 4878, Tract B, situated at
the Village of Ekwok, Alaska.

Containing 8.58 acres.

SEwaRD IMlEnm w. As .s x(Uzzsuavxra)
T. .9-S.4.& 48 W.

Sec. 19. excluding the Nushagak River
Sec. 20. excluding Native allotment AA-

1691 Parcel B;
Secs. 21,22 and 28. all;
Sec. 29, excluding Native allotment A-

D54034 Parcel 3;
Sees. 30 and 31. all:

Sec. 32. excluding Native allotment AA-
6397 Tract A.

Containing approximately 5.30 acres.

T.0 S., JIL 48 W.
Ses. 4. 5.and 6. all;
Secs. 9 and 10. all:
Secn 14.15, and 16. all.
Containing approximately 5.092 acres

T. J . _ 49 W.
Secs 1 to 12 inclusive, all:
See. 13, excluding Native allotments AA-

7688, AA-7768 and the .Nushagak River
Semn 14 to 21. inclu.-ve. all:
Sec. 22, excluding Native allotment AA-

6380 Parcel B;
Sec. 23. excluding U.S. Survey No. 4878.

Native allotment AA-6330 Parcel B and
the Nushagak River.

Sec. 24, excluding Native allotment AA-
7768 and theNushagak River,

Sec. 25, excluding the Nushagak River.
Sec. 26. excluding US, Survey No. 3864.

U.S. Survey No. 3867, U.S. Survey No.
4878 and the .Nushaguk River.

Sec. 27. excluding U.S. Survey No. 4878
and Native allotment AA-7678;

See. 28, excluding Native allotment AA-
7678;

Sees 29.30,3L and 32. all:
See. 33. excluding Native allotments AA-

7678. AA-7690 Parcel B and the Nusba-
gak River,

Sec. 34. excluding US. Survey No. 4878.
Native allotment AA-7678 -nd the Na-
,hagak River,

Sec. 35. excluding U.S. Survey No. 4878
and the Nushagak River.

Sec. 36, all.
Containing approximately 20.763 acre

Z.OS., R 49 Ur
Sec. l. all:
Sees 2 and 3. excluding the Nushagak

River
Sec. 4. excluding Native allotments AA-

7690 Par1cl B.AA-TT75 Parce B and the
NushaakRiver:

Sec. 5. exiludIng Native allotment AA-
7775 Pzrcel B and the Nushacak River:

Secc. all;
Sec. 7, excluding Native allotment AA-

7754 Parcel B;
Sees. S and 9. excluding the Nushagak

River:
Sees. 10.11. 12 and 15. all:
Sec. 16. excluding the Nushagpk River;
See. 17. excluding Native allotment AA-

7771 and the Nushagak River
See. 18. excluding Native allotments AA-

7714 Parcel B. AA-7774. AA-8115 and
the Nushagnk River

Sec. 19. excluding Native allUtment AA-
8115 and the Nushagak River:

Sec. 20. excluding thpN usha River:
Secs. 21 and 22. all;
Secs. 27 to 30.zinclusive, all:
See. 31, excluding Native allotments AA-

7660 Parcel A and AA-7716:
Sec. 32. excluding Native allotment AA-

7660 Parcel A;
Sec. 33. all.
Containing approximately 14.898 acres

T. 11, S, 2L 49W.
Secs. 4 and S. all:
Sec. 6, excluding Native allotments AA-

7687 Parcel A. AA-771B and the Nusha-
gak River:

Sec. 7, excluding the Nushagak River;
Secs 8.9, and 10. all;
Secs. 17 to 20. inclusive, all;
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Se. 28 to 33, inclusive, alL
Containing approximately 10,602 acres.

T. 9S., .s W.
Sec- 7.13 and 14. all:
Sec. 19. excluding Native allotment AA-

7694 Parcel A:
Sec. 22. excluding Native allotment AA-.
.764P:arcelA:
Seen 23 to 27, Inclusive. all:
Sem 30 to 36. Inclusive, all.
Containing approximately 10,619 mares

T. lOS.L SO W.
Sec. 1. excluding Native allotment AA-

7776:
Sec.2. all:
Sec. 12. excluding Native allotment AA-

7712 ParcVl A:
.cc. 13, excluding Native allotment AA-

7774 and the Nuohagak River.
Sec. 24. excluding Native alofmients AA-

7683. AA-7774 and the.Nushagak River;
Sec. 25. excluding the Nus;hagak River:
Sec. 26L excluding Native allotment AA-
7G84 and the Nushagak River;

See-. 27. 2=, and 34. all;
Sec. 35, excluding Native allotments AA-

7684 .AA-7687 Parcel B. AA-7692 and
the Nushazak River:

Sec. 36, excluding the Nushagak River.
Containing approximately 5,760 acres

T. uS. IL SO .
Sec. 1. excluding Native allotmens AA-
7687 Parcel A. A.A-7716 and the Nusha-
zak nrier

Sec. 2, excluding Native allotments AA-
7687 Parcel B. AA-7715 and the Nusha-
gak River:

Ses. 11 to 14. inclusive. Vxcluding the Nu-
shacak River;

Se. 23 to 27, Inclusive. excluding the Nu-
shagak River;

Sees.33 and 34. excluding the Nushagak
River

Sec. 35. excluding Native allotment .AA-
7712 Parcel B and the Nushagak River,

See 36. excluding the Nushagnk River.
Containing aproximately 7.475 acre.

T. 9S.. L. 51 W .
Se 1. an:
Sem 8 to 13. inclusive, all:
S=c 16.,Z11
Sec-a 24 and 25, excluding Native alot-

ment AA-7800 Parcel A.
Containing approximately 6,323 acre
Acgeating approximately 86,889 acres.
Total aggregated acreage approximately

86.978 acr.

The conveyance issued for the sur-
face estate of the lands described
above shall contain the following res-7

ervations to the United States:

1. The subsurface estate therein, and all
rights, privileges immunities. and appurte-
nancec, of whatsoever nature, aceruing unto
said estate pursuant to the Alaska Native
Claims Settlement Act of December 18. 1971
(85 Stat. 688, 704: 43 U.S.C. 1601, 1Q13cf)
(Supp. V. 1975); and

2. Pursuant to Sec. 17(b) of the Alaska
Native Claims Settlement Act of December
18. 1971 (85 Stat 688. 708; 43 U.S.C. 1601.
1616(b) (Supp. V. 1975)). the following
public easements.referenced by easement
Identification number C8IN) on -the ease-
ment maps In case file AA-6663-EE are re-
served to the United States and subject to
further regulation thereby:.
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a. (EIN 1 D9, D1,.L, Cl, C5) A streanside
easement twehty-five (25) feet in width
upland of and parallel to the ordinary high
water mark on all banks-of the navigable
,Nushagak River beginning in T. 11 S., R. 50
W., Seward Meridian, for its entire length
through the selection area to-T. 9 S., R. 48
W., Seward Meridian. Purpose is to provide
for public use of waters having highly sig-
nificant present recreational use.

b. (EIN 4 D9, D1) A streamside easement
twenty-five (25) feet In width upland of and
parallel to the ordinary high water mark on
all banks and an easement on the entire bed
of the Kokwok River from its confluence
with the Nushagak River In Sec. 19, T. 10 S.,
R. 49 W., Seward Meridian, northwesterly
to the western border of Sec. 6, T. g S., R. 51
W., Seward Meridian. Purpose is to provide
for public use of waters having hghly sig-
nificant present recreational use. .

c. (SIN 5 D9) A fishery management and
public use easement upland of the ordinary
high water mark in See. 10, T. 10 S., R. 49
W., Seward Meridian, on the right bank of
the Nushagak 'River. The easement is two
(2) acres in size and Is used for fishery man-
agement purposes.

d. (EIN 5a D9) A fishery management and
public use easement upland of the ordinary
high water mark in Sec. 10, T. 10 S., R. 49
W., Seward Meridian, on the left bank of
the Nushagak River. The easement is two
(2) acres in size and Is used for fishery man-
agement purposes.

e. (EIN 9 C4) A one (1) acre site easement'
upland of the ordinary high water mark in
See. 11, T. 11 S., R. 50 W., Seward Meridian,
on the right bank of the Nushagak River.
The site Is for camping, staging and vehicle
use.

f.-(EIN 9a C4) An easement foi a proposed
access trail twenty-five (25) feet. in width
from site EIN 9 C4 westerly to public lands.
The usage of roads .and trails will be con-
trolled by applicable State or Federal law or
regulation.

g. (BIN 10 C4) A one (1) acre site ease-
ment upland of the ordinary high water
mark in Sec. 25, T. 10 S., R. 50 W., Seward
Meridian, on the right bank of the Nusha-
gak River. The -site" is for camping, staging
and vehicle use.

h. (EIN 10a C4) An easement for a pro-
posed access trail twenty-five (25) feet in
width from site EIN 10 C4 westerly to public,
lands. The usage of roads and trails will be
controlled by applicable State or Federal
law or regulation.

1. (EIN-11 C4) A one (1) acre site easement
upland of the ordinary high water mark in
Sec. 21, T. 9 S., R, 48 W., Seward Meridian,
on the left bank of the Nushagak River.
The site is for camping, staging and vehicle
use.

J. (SIN 11a C4) An easement for a pro.
posed access trail twenty-five (25) feet in
width from site SIN 11 C4 southeasterly to
public lands. The usage of roads and trails
will be controlled by applicable State or
Federal law or regulation.

k. (SIN 14 C4) A site easement upland of
the ordinary high water mark in Sec. 31, T.
9 S., R. 50 W., Seward Meridian. on the
right bank of the Kokwok River. The site is
one (1) acre in size with an additional
twenty-five (25) foot wide easement on the
bed of the river along the entire waterfront
of the site. The site is for camping, staging
ansi vehicle use. - I I

1. (SIN 14a C4) An easement for a pro-
posed access trail twenty-five (25) feet in

NOTICES

width from site SIN 14 C4 southwesterly to
public lands. The usage of roads and trails
will be -controlled by applicable State or
Federal law or regulation.

m. (EIN 15 C4) A site easement upland of
the ordinary high water mark in Sec. 11, T.
9 S., R. 51 W., Seward Meridian, on the left
bank of the Kokwok River. The site is one
(1) acre in size with an additional twenty-
five (25) foot wide easement on the bed of
the river along the entire waterfront of the
site. The site is for camping, staging and ve-
hicle use.

n. (SIN 15a C4) An easement for a pro-
posed access trail twenty-five (25) feet in
width from site EIN 15 C4 northerly to
public lands. The usage of roads and trails
will be controlled by applicable State or
Federal law or regulation.

o. (SIN 16 C4) A site easement upland'of
the ordinary high water mark in Sec. 33, T.
9 S., R. 50 W., Seward Meridian, on the left
bank of the Kokwok River. The site Is one
(1) acre in size with an additional twenty-
five (25) foot wide easemept on the bed of
the river along the entire, waterfront of the
site. The site is for camping, staging and ve-
hicle use.

p. (EIN 16a C4) An easement for a pro-
posed access trail twenty-five (25) feet in
width from site SIN 16 C4 northerly to
public lands. The usage of roads and trails
will be controlled by'applicable State or
Federal law or regulation.

q. (EIN 34 C) The right of the United
States to enter upon the lands hereinabove
granted for cadastral, geodetic or other
survey purposes is reserved, together with
the right to do all things necessary in con-
nection therewith.

r. (EIN 36 E) An easement for an existing
winter access trail twenty-five (25) feet in
width, paralleling the right bank of the Nu-
shagak River throughout. the selection. The
usage of roads and trails will be controlled
by applicable State or Federal law or regula-
tion.

s. (EIN 37 E) A one (1) acre site easement
upland of the ordinary high water mark in
Sec. 11, T. 10S., R. 49 W., Seward Meridian,
on the left bank of the Nushagak River.
The site is for camping, staging and vehicle
use.., ,

t. (_IN 38 E) An easeinent for a proposed
access trail twenty-five (25) feet n width
from site EIN 37 E southeasterly to public
lands. The usage of roads and trails will be
controlled by applicable State or Federal
law or regulation.

These reservations- have not 'been
conformed to the Departmental ease-
ment policy announced March 3, 1978
and published as final rulemaking on
November 27, 1978, 43 FR 55326. Con-
formance will be made at a later date
in accordance with the terms and con-
ditions of the agreement dated Janu-

ary 18, 1977, between the Secretary of
the Interior, Bristol Bay Native Corpo-
ration, Ekwok Natives Limited and
other Bristol -Bay Village Corpora-
tions.

The grant of lands shall be subject
to:

1. Issuance of a patent confirming the
boundary 'description of the lands herein-
above granted after approvhl and filing by
theBureau of Land Management of the of-
ficial plat of survey covering such lands;

2. Valid existing rights therein, If any, in-
cluding but not limited to those created-by
any lease (including a lease issued under
Sec. 6(g) of the Alaska Statehood Act of
July 7, 1958 (72 Stat. 339, 341: 48 U.S.C. Ch.
2, Sec 6(g) (1970))), contract, permit, right-
of-way, or easement, and the right of the
lessee, contractee, permittqe, or grantee to
the complete enjoyment of all rights, privi-
leges,.-and benefits thereby granted to him.
Further, pursuant to Sec. 17(b)(2) of
ANCSA, any valid existing right recognized
by ANCSA shall continue to'have whatever
right of access as Is now provided fo under
existing law;

3. Airport Lease A-058769, containing
88.58 acres, described as Tract B, U.S.
survey 4878, issued to the State of Alaska.
Department of Public Works, Division of
Aviation (now the Department of Transpor-
tation and Public Facilities) under the pro-
visions of the Act of May 24, 1928 (45 Stat.
728-729, 49 U.S.C. 211-214 (1970)):
- .4. Requirements of See. 14(c) of the
Alaska Native Claims Settlement Act of De
cember 18, 1971 (85 Stat. 688, 703: 43 U.S.C.
1601, 1613(c) (Supp. V, 1975)), that the
grantee hereunder convey those portions, If
any, of the lands hereinabove granted, as
are prescribed In said section: and

5. The terms and conditions of the agree-
ment dated January 18, 1977, between the
Secretary of the Interior, Bristol Bay Native
Corporation, Ekwok Natives Limited and
other Bristol Bay village corporations. A
copy of the agreement shall be attached to
and become a part of the conveyance docu
ment and shall be recorded therewith. A
copy of the agreement Is located In the
Bureau of Land Management easement case
file for Ekwok Natives Limited, serialized
AA-6663-EE. Any person wishing to exam.
ine this agreement may do so at the Bureau

•of Land Management, Alaska State Office,
701 C Street Anchorage, Alaska 09513.

Ekwok Natives Limited, Is entitled to
conveyance of 92,160 acres of land se-
lected pursuant to Sec. 12(a) of the
Alaska Native Claims Settlement Act.
To date approximately 86,978 acres of
this entitlement have been approved
for conveyance; the remaining entitle-
ment of approximately 5,182 acres will

- be conveyed at a later date.
Pursuant to Sec. 14(f) of the Alaska

Native Claims Settlement Act, convey-
ance of the subsurface estate of the
lands described above shall be granted
to Bristol Bay Native Corporation
when conveyance is granted to Ekwok
Natives Limited, for the surface estate
and shall be subject to the same condi-
tions as the surface conveyance.

Only the following inland water
body within the described lands is con-
sidered to be navigable:

Nushagak River.

In accordance with Departmental
regulation 43 CFR 2650.7(d), notice of
this decision is being published once In
the Fznp.AL REGISTER and once a
week, for four (4) consecutive weeks,
in the Anchorage Times. Any party
claiming a property interest In lands
affected by this decision may appeal
the decision to the Alaska Native
Claims Appeal Board, P.O. Box 2433,
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Anchorage, Alaska 99510 with a ci
served upon both the Bureau of Li
Management, Alaska State Office,
C Street, Box 13, Anchorage, Ala
99513 and the Regional Solidi
Office of the Solicitor, 510 L Str
Suite 408, Anchorage, Alaska 991,
also:

1. Any party receiving service of this c
sion shall have 30 days from the receip
this decision to file an appeal.

2. Any unknown parties, any pa3
unable to be located after reasonable eff
have been expended to locate, and any :
ties who failed or refused to sign the rel
receipt shall have until April 9. L979 to
an appeal.

3. Any party known or unknown who
claim a property interest which Is adver
affected by this decision shall be deeme
have waived those rights which were
versely affected unless an appeal is tin
filed with the Alaska Native Claims Apj
Board.

4. If Ekwok Natives Limited, or Bd
Bay Native Corporation objects to any e
ment which is identified herein for em
tion in the conveyance, which is subjec
the discretion of the StAte Director and
reserved pursuant to an express Secrett
directive, a petition for reconsider.
must be filed within 30 days from receip
service with the State Director. Burea
Land Management, 701 C Street, Box
Anchorage, Alaska 99513. A copy of the
tition should be served upon the Regl(
Solicitor, Office of the Solicitor. 511
Street, Suite 408, Anchorage, Alaska 99
1f a petition for reconsideration is notf
it will be deemed that the right to con
any such easement has been waived.

To avoid summary dismissal of
appeal, there must be strict corn
ance with the regulations govern
such appeal. Further information
the manner of and requirements
filing an appeal may be obtained fz
the Bureau of Land Management,
C Street, Box. 13, Anchorage, Ala
99513.

If an appeal is taken the adv
-parties to be servedare:
Ekwok Natives Limited, Ekwok, Al

99580.
Bristol Bay Native Corporation. P.O.

198, Dillingham, Alaska 99576.
JUDITH A. Ksmrus,

Chief, Division ofANCSA
Operation

[F Doe. 79-7159 Filed 3-8-79; 8:45 ar

[43W10-84-M]

ENM 35771]

NEW MEXICO

Application

MARCH 1. 1979.
Notice is hereby given that, pursu-

ant to Section 28 of the Mineral Leas-

NOTICES

ing Act of 1920 (30 U.S.C. 185). as
amended by the Act o November 16.
1973 (87 Stat. 576), Gas Company of
New Mexico has applied for several 2-
inch, 3-inch, 4-Inch, 5-inch and 6-inch
natural gas pipelines right-of-way
across the following lands*

NEw llwnco PRP cnPAL MnmmumA?, NEw
Memxco

T. 27 N., R. 9W.,
See. 5. lots 1, 2. 8. SWYNEV4.E I SWV4 and

SVSEV :
Sec. 7, SEVNE .E SSEV4;
See. 8. E Eh, W.SW 4. SWINE 4 and

SW14SEK;
Sec. 9. NEV.NWV, WY NWVI and

SWVASW%*' t
Sec. 17, NWV4NE . N% NW, SWMUNWV

and W.SW/;
Sec. 19. WI -ME4, SEMNE, NENWV1

and EKSEV ;
Sec: 20, SWLASW :
See. 29. NIAN , SW ;NXWV. NYSWI and

NW14SEV .
T.28I.,R. 10 W..

Sec. 14. SEV4SWIl1. NISEV. and
SWSE ;

Sec. 16. WSSSW.'4:
Sec. 17, NEVASEV4 and SSi:
Sec. 18. lots 2, 3, SW LNE., SEMLW%.

and SESE ;
Sec. 19. lots 1, 2. 3. 4, V NEV4. ENM

andW _SElY.
See. 20, W 9NV,. NV1'.SW11 and

SEVSE :
Sec. 21. E NE4%, SWVKSW and NSEiV:
Sec. 22. E iN , SW NEV4. SWANWV.

andZSY:I
Sec. 23. WIMVE . NNSNWhV. SEIANW!

and 8WvMSW4;
Sec. *26. NWNEV., SWW'NEV , MSSWVA.

SW 4SWV4 and NWISE L:
Sec. 27. W4-13%. NM EIZN . S SWV and

SE SEiV;
Sec. 29. N NEV4 and NWV.IW1A:
Sec. 30. lot 1, ENE 4, NWV4NEV4,

NEV4NW A and NESEV;
Sec. 32. NEV4NEV4. NEV.SW 4 andN SEY,;
See. 33. NEKNE%, INW NWV4 and

Sec. 34, NE.NEV4. and NWVYNWV;
Sec. 35, NWV4NW.

T. 28 N.. R. 11W..
Sec. 13. SWKNE4. SE.NAVA. E&SW .

SWV4SW 4 and SEV ;
Sec. 14. SEV4SEV:
Sec. 23, NWNEVI:
Sec. 24. SW 4NEV4, E NWI, NEKSW

and WY-SEV4.

These pipelines will convey natural
gas across 39.123 miles of public lands
in San Juan County, New Mexico.

The purpose -of this notice is to
inform the public that the Bureau will
be proceeding with consideration of
whether the application should be ap-
proved, and if so, under what terms
and conditions.

Interested persons desiring to ex-
press their views should promptly
send their name and address to the
District Manager, Bureau of Land
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Management, P.O.' Box 6770, Albu-
querque. New Mexico 87107.

Fa=n E. Psnnr.a,
Chief. Branch ofLands

and Minerals Operatiow.
EFR Dc. 79-7143 F led 3-8-79: 845 am]

[4310-55-M]

Fsh and Wildlife Service

CONSULTATION ON THE PITTSTON COMPA-
NY'S PROPOSED MARINE TERMIA AND
OIL REFINERY, EASTPORT, MAINE

Hearings

SUMMARY: Public Hearings will be
held, as part of a consultation con-
ducted pursuant to section 7 of the
Endangered Species Act of 1973. as
amended, seeking information and
comment on the Impacts the Pittston
Company's proposed marine terminal
and oil refinery, to be located in East-
port, Maine, may have on the endan-
gered bald eagle, and on ways any ad-
verse Inipacts can be avoided.
DATES: Hearings: March 28, 1979, 7
p.m., Eastport Municipal Auditorium,
Shead Memorial High School, High
St., Eastport, Maine; M.rch 29, 1979, 7
pJm, Augusta Civic Center, Cushnoc
Auditorium, Community Dr, Augusta,
Maine; March 30. 1979, 7 p.m., US.
Post Office and Court House Building,
Room 208, Devonshire and Milk Sts,
Boston. Massachusetts. Close of
Record: April 13, 1979.
FOR FURTHER INFORMATION
CONTACT.

Howard Larsen, Regional Director
(Ext. 200), Paul Nickerson, Endan-
gered Species Coordinator (Ext. 216)
or Bill Whalen, Public Affairs (Ext.
206), U.S. Fish and Wildlife Service,
One Gateway Center Suite 700,
Newton Comer, Massachusetts
02158, phone: (617) 965-5100.

SUPPLEMENTARY INFORMATION:
The Pittston Company submitted an
application to the U.S. Environmental
Protection Agency (EPA) for *a
wastewater discharge permit under
the Clean Water Act for its proposed
marine terminal and oil refinery to be
constructed on Cobscook Bay in East-
port, Maine. On September 13, 1978,
EPA entered into consultation with
the U.S. Fish and Wildlife Service
(Service) pursuant to section 7 of the
Endangered Species Act, to insure that
issuance of the wastewater discharge
permit would not jeopardize the con-
tinued existence of the peregrine
falcon or the bald eagle (which was de-
termined to be an endangered species
on February 14, 1978).

On December 21, 1978, the Service
Issued a Biological Opinion concluding
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the Pittston Company's proposed
marine terminal and oil refinery are
unlikely to jeopardize the continued
existence of the peregrine falcon, but
that project Is likely to jeopardize the
continued existence of the bald eagle:

On February 7 and February 22,
1979, the Pittston Company submitted
additional information on the impacts
of the project oh the -bald eagle and
possible modifications in project
design or operation. EPA and the
Service agreed on March 5, 1979, to
reinitiate section 7 consultation' ii
light of these recent submittals.

Public Hearings will be held as part
of the consultation process seeking in-
formation on the impacts of the pro-
posed marine terminal and oil refinery
on the bald eagle and on ways that
those impacts might be avoided.

Any interested person who desires to
present oral comments at the hearings
may schedule an oral presentation in
advance of the hearings by contacting
Paul Nickerson in Boston, Mass. at
617-965-5100 (Ext. 216). In addition,
an opportunity 'to schedule an oral
presentation will be provided at the
hearings themselves. ,

Interested.parties are encouraged to
submit written comments and state-
ments, which will also be considered
and may be sUbmitted directly to Re-
gional Director, U.S. Fish and Wildlife
Service, One Gateway Center, Newton.
Corner, Massachusetts 02158. All writ-
ten commentsand statements must be
received by April 13, 1979. Copies of,
the Service's Biological Opinion of De-
cember- 21, 1979i or of the Pittston
Company's recent submittals, can be
obtained from the Servic6's Regional
Director at the address stated above.

Dated: March 6, 1979.
LYNN A. GREENWALT,

Director,
U.S. Fish and Wildlife Service.

[FR Doc. 79-7187 Filed 3-8-79; 8:45 am]

[4410-05-M]

DEPARTMENT OF JUSTICE

Bureau of Prisons

NATIONAL INSTITUTE OF CORRECTIONS
ADVISORY BOARD

Meeting

Notice is hereby given that the Na-
tional Institute of Corrections Adviso-
ry Board in accordance with section
10(a)(2) of the Federal Advisory Com-
mittee 'Act (Pub. L. 92-463; 86 Stat.
770) will meet on Sunday, March 25,
1979, startIng at 9:00 a.m., at the'Capi•

tal Airport Inn, 1200 Virginia Avenue,
Atlanta, Georgia 30320.

-At this meeting (one of the regularly
scheduled triannual -meetings of the
Advisoky Board), the Board will re-
ceive its subcommittees' reports and
recommendations as to future thrusts
of the Institute.

- ROBERfT L. SMr,
ActingDirector.

FR Doc. 79-7221 Filed 3-8-79;-8:45 am]

[4510-30-M]

DEPARTMENT OF LABOR

Employment and Training Administration

EMPLOYMENT TRANSFER AND BUSINESS COM-
-PETITION -DETERMINATIONS UNDER THE-
RURAL DEVELOPMENT ACT

Applicatioris

The organizations listed In- the at-
tachment have applied to the Secre-
tary of Agriculture for financial assist-
ance in the form of grants, loans, or
loan guarantees in order to establish'

.or improve facilities at the locations
listed for the purposes given in the at-
tached list. The financial assistance

.would be authorized by the Consoli-
dated Farm and Rural Development
Act, as~amended, 7 USC 1924(b), 1932,
or 1942(b).

The Act requires the Secretary of
Labor to determine whether such Fed-
eral. assistance is calculated to or is
likely to result in the transfer from
one area to another of any employ-
ment or business activity provided by
operations of the applicant. It is per-
missible to assist the establishment of.
a new branch, affiliate or subsidiary,
only if this will not result in increased
unemployment in the place of present
operations and there is no reason to
believe the new facility is being estab-
lished with the intention of closing
* down an operating facility.

The Act also prohibits such assist-
ance if the Secretary of Labor deter-
mines that it is calculated to or is
likely to result in an increase in the
production of goods, materials, or com-
modities; or the availability of services
or facilities in the area, when there is
not sufficient demand for such goods,

materials, commodities, services,' or
facilities to employ the efficient capac-
ity of existing competitive commercial
or industrial enterprises, unless such
financial or other assistance will not
have an adverse effect upon existing
,competitive enterprises In the area.

The Secretary of Labor's review and
certification procedures are set forth
at 29 CFR Part 75. In determining
whether the applications should be ap-
proved or denied, the Secretary will
take into consideration the following
factors:

1. The overall einployment and un-
employment situation in the local area
in which the proposed facility will be
located.'

2. Employment trends in the same
industry in the local area.. 3. The potential effect of the new fa-
cility upon the local labor market,
with particular emphasis upon its po-
tential impact upon competitive enter-
prises in the same area.

4. The competitive effect upon other
facilities in the same Industry located
in other areas (where such competi-
tion is a factor).

5. In the case of applications involv-
ing the establishment of branch plants
or facilities, the potential effect of
such new facilities on other existing
plants or facilities operated by the ap.

- plicant.
All persons wishing to bring to the

attention of the Secretary of Labor
any Information pertinent to the de-
terminations which must be made re
garding these applications are invited
to submit such Information In writing
within two weeks of publication of this
notice. Comments received after the
two-week period may not be consid-
ered. Send comments to: Administra-.
tor, Employment and Training Admin-
istration, 601 D Street NW., Washing-
ton, D.C. 20213.

Signed at Washington, D.C. this
ninth day of March 1979.

ErnEST G. GIUMN,
Assistant Secretaryfor

Employment and Training.

Abplications Received'During the WeekEnding March 2, 1979

Name of-applicant and location of enterprise Principal product or activity

The Ceco Corporatlon, Marysville, Califor ia ...... ..... Manufacture of metal overhead garage doora.

[FR Doc. 79-7179 Filed 3-8-79; 8:45 am]
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[4510-30-M]
DEPARTMEHI OF LABIOR

Employment and Training Administration

EMPLOYMENT TRANSFER AND BUSINESS COM-
PETITION DETERMINATION UNDER THE
RURAL DEVELOPMENT ACT

Reconsideration and Designation of a Hearing

Officer in the Matter of Brodhead Nail Co.

A. PURPOSE

Notice is hereby given that pursuant
to the authority contained in section
310B(d)(3) of the Consolidated Farm
and Rural Development Act, as
amended (7 U.S.C. 1932(d)(3)), and im-
plementing regulations at 29 CFR
75.11(b)(6) the Employment and
Training Administration of the De-
partment of Labor (ETA) is providing
for reconsideration of its October 13,
1978 certification of noncompliance in
the matter of the application for fi-
nancial assistance submitted by the
Brodhead Nail Company. Interested
parties are invited to participate in the
review in the manner and time indicat-
ed in the Rules of Procedure set forth
below.

B. BACKGROUND

Under Section 310B of the Consoli-
dated Farm and Rural Development
Act, as amended (the Act), the Secre-
tary of Agriculture is authorized to
make and insure loans "for the pur-
pose of improving, developing, or fi-
nancing business, industry, and em-
ployment and improving the economic
and environmental climate in rural
communities. * * Section 31OB(d),
however, prohibits the extension of
any financial or other assistance
which is calculated or likely to result
in either. (1) the displacement of
workers at any of the applicant's cur-
rent business locations; or (2) an in-
crease in production beyond demand
to employ the efficient capacity of ex-
isting competitive enterprises, unless
the assistance will not have an adverse
effect upon existing competitive enter-
prises in the area.

Subsection 310B(d)(3) affords the
Secretary of Labor 30 days within
which to review applications submit-
ted under this section and certify non-
compliance with the statutory restric-
tions. In the event that the Secretary
of Labor exercises his authority under
this section to issue a negative certifi-
cation, subsection 310B(d)(3) prohibits
the extension of any assistance.

Pursuant to these statutory provi-
sions, Brodhead Nail Company has ap-
plied to the Department of Agricul-
ture for a $2,000,000 loan guarantee.
The purpose of the requested assist-
ance is to finance construction of a
nail mill facility at Swannanoa, North

NO71CES

Carolina capable of producing a full
commercial line of steel wire nails.

ETA received copies of the Brod-
head application from the Department
of Agriculture on September 13, 1978,
starting the 30-day statutory period
for review. Pursuant to the procedures
set forth in the Department of Labor
regulations at 29 CFR Part 75. Infor-
mation concerning this application
was published in the FEDERAL REGISTER
on September 19, 1978, at 43 FR 42048.
In response to this invitation, the De:
partment received adverse comments
from a competitor, Bethlehem Steel
Corporation, on October 10, 1978.
Copies of the material submitted by
Bethlehem were forwarded to the ap-
plicant pursuant to 29 CFR 75.11(b)(3)
to afford an opportunity for rebuttal.
The 30-day time period for Depart-
ment of Labor review, however, was
due to expire on October 13, 1978,
prior to the close of the two week
period for comment afforded to the
applicant to submit rebuttal evidence.

Based on information contained in
the application and supporting materi-
als, and other evidence-gathered in the
course of reviewing this application.
the Department of Labor determined
that the requested assistance was not
calculated or likely to result in the dis-
placement of workers at any of the ap-
plicant's current business locations.
The materials submitted by Bethle-
hem Steel Corporation, however, sup-
ported a determination that the pro-
posed manufacture of steel nails was.
likely to increase production when
there was not sufficient demand to
employ the efficient capacity of exist-
ing enterprises. In view of this evi-
dence the Department of Labor issued
a negative certification on October 13,
1978. Although this determination had
the effect of barring the assistance re-
quested from Agriculture, the Depart-
ment of Labor indicated that It would
reconsider its action in accordance
with 29 CFR 75.11(b)(6) if either the
applicant or the Department of Agri-
culture were to furnish additional evi-
dence bearing on the market capacity
issue.

On November 9, 1978, Brodhead Nail
Company submitted rebuttal evidence
wherein it contended inter alia that
the line of nails It would manufacture
at its proposed plant would not in-
fringe on the domestic nail market,
but would rather cut into the market
for nails produced by foreign mills. Ac-
'cording to the applicant, the proposed
nail mill facility would produce and
market packaged nails which are now
available largely from foreign produc-
ers. The applicant cited reports of a
growing demand for this type of pack-
aged nail which it maintained is cur-
rently being satisfied in the area of
the applicant's proposed facility
almost exclusively by foreign produc-
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ers. This information would tend to
support a determination that the re-,
quested assistance would not have an
adverse impact on existing competitive
enterprises in the Unitgd States.

In view of the difficult issues raised
by the particularly complex and con-
flicting factual information presented
in the adverse comments submitted by
Bethlehem steel and in the applicant's
request for reconsideration, ETA is
providing for the designation of a
hearing officer to reconsider its Octo-
ber 13, 1978 certification of noncompli-
ance with the Act. The request for re-
consideration has been forwarded, to-
gether with a copy of the record upon
which the certification was made, to
the Chief Administrative Law Judge of
the Department of Labor. The pro-
ceedings in this matter shall be in ac-
cordance with the Rules of Procedure
set forth below.

C. RULES o PaOCEDURE
(1) A hearing officer will be desig-

nated by the Chief Administrative
Law Judge, United States Department
of Labor, to perform the functions re-
quired by these rules.

(2) The parties of record shall be the
Brodhead Nail Company and the
Bethlehem Steel Corporation.

(3) Any State employment security
agency, individual employer or worker,
or any organization or association of
employers or workers, or the public,
having an interest in these proceed-
ings, may be permitted by the hearing
officer to participate in these proceed-
ings as an interested party. The U.S.
Department of Labor, represented by
the Solicitor of Labor, may participate
as an "amicus curiae".'Any State em-
ployment security agency, person, or-
ganization, or association described
above, may apply for permission to
participate n these proceedings as an
interested party by filing in the office
of the Chief Administrative Law
Judge, U.S. Department of Labor,
Room 720, Vanguard Building, 1111
20th Street, N.W., Washington, D.C.
20036, not later than March 26, 1979, a
written request setting forth the appli-
cants name and address and the
name, address and the title or position
of any person who will represent the
applicant. The hearing officer shal
rule on all applications and inform the
applicants and the parties of the rul-
ings.

(4) The hearing officer shall afford
all parties 30 days from the date of
this notice to submit or decline to
submit any appropriate legal brief.

(5) The hearing officer may conduct
further factfindlng as appropriate to
elicit any additional information
deemed relevant or necessary to reach
a determination.

(6) The hearing officer shall review
the certification of noncompliance on
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the basis of the record upon which the
certification of noncompliance was
made, request for reconsideration, any
legal briefs submitted and any fact-
finding conducted subsequent to the
request for reconsideration and, shall:

(a) Recommend to the Assistant Sec-
retary for Employment and Training
that 'the certification, of noncompli-
ance be affirmed; or

(b) Recommend to the Assistant Sec-
retary for Employment and Training
that the' certification of noncompli-
ance be revoked; or

(c) Direct that a hearing, be held on
the case.

(7) If the case has been set for hear-
ing, the hearing officer shall notify all
parties:

(a) Of the date, time, and place of
the hearing;, and

(b) That the hearing may be re-
scheduled upon written request and

.for good cause shown.

D. HEARING PROCEDURES
(1) If a hearing has been ordered by

the hearing officer pursuant to para-
graph C(6)(c) above, the hearing offi-
cer shall have' all the powers necessary
to conduct a fair and full hearing, in-
cluding the powers:

(a) To regulate the course of the
proceedings;

(b) To dispose of procedural re-
quests, objections, and comparable
matters;

(c) To confine the presentations to
the issues specified in the notice of
hearing, or, where no issues are speci-
fied, to matters within the Secretary
of'Labor's statutory scope of authori-
ty;

(d) To regulate the conduct of those
present at the hearing by appropriate
means; •

(e) In the hearing officer's discre-
tion, to permit cross-examination of
any witness;

(f) To take official notice of material
facts not appearing in the evidence in
the record, so long as parties are enti-
tled, on timely request, to an opportu-
nity to show the contrary, and

(g) In the hearing officer's discre-
tion, to keep the record open for-a rea-
sonable, stated time to receive written
recommendations, and supporting rea-
sons, and additional data, views, and
arguments from any person who has
participated in.the oral proceeding.

(2) Based on the evidence adduced at
the hearing and any evidence appear-
ing in the record, the hearing officer
' shall recommend to the Assistant Sec-
retary for Employment and Training
such rulings as are appropriate to the
issues in-question.

NOTICES

E. RECOMMENDED DECISION

The hearing officer shall prepare a
recommended decision which shall
State its legal and/or factual bases.
The hearing officer shall transmit the
recommended decision, along -with a
certified record of the proceedings to
the Assistant Secretary for Employ-
ment and Training who shall render a
final decision in the matter.

Signed- at Washington, D.C. on
March 5, 1979.

RAY MARSHALL,
Secretary of Labor

[FR Doc. 79-7206 Filed-3-8-79;8:45 am]

[4510-27-M]
Office of Federal Contract Compliance

Programs

EQUAL EMPLOYMENT OPPORTUNITY
OFCCP Regional Office Contact Points for Pre-

Award Clearance Requests

The Heads of Agencies Memoian-
dum which follows furnishes an updat-
ed list of OFCCP Regional Office tele-
phone numbers which are the contact

points for pre-award clearance re-
quests. Procurement officals request-
ing pre-award clearances should use
these direct-line numbers effective im-
mediately. The. Memorandum amends
the Heads of Agencies Memorandum
dated September 20, 1978, Subject:
"FY 1979 Preaward Clearance Re-
quests.'

Dated: February 1, 1979.
WELDON J. RouoEAu,

Director, Office of Federal
Contract Compliance Programs.

AcuoN NoTzcE 79-8/ADM

Memorandum to: Heads of all Agencies.
From: Weldon J. Rougeau, Director.
Subject: OFCCP Regional Office Contact

Points for Pre-Award Clearance Requests.
With the 'full consolidation of the compli-

ance agencies now completed, all pro-award
clearance requests pursuant to 41 CFR 60-
1.20(d) must be directed to the Office of
Federal Contract Compliance Programs
(OFCCP) Regional Office where the work is
to be performed.

The following is an updated list of OFCCP
Regional Office telephone numbers which
are the contact points for pre-award clear-
ance requests:

States. Address Telephono

Region:
I. ..... .w. Maine, New Hampshire, OFCCP/ESA-Boston, US. Depart- 8/223-1559

Massachusetts, Connecti- ment of Labor, JFK Fed. Off. Bldg., (617)223-160
cut Rhode Island, and Room 1612-C, Boston, MA 02203.
Vermont.

fl ........... New York. New Jersey, 0FCCP/ESA-New York. U.S. De- 8/602-4078
Puerto Rico, and Virgin partment of Labor, 1515 Broadway, (212)399-4070
Islands. Room 3308. New York. NY 10038.

... Pennsylvania, - Maryland, OFCCP/ESA-Phfladelphla U.S. Dc- 8/500-1213
Delaware, Virginia, West partment of Labor, Gateway Bldg.- (215)00-1213
Virginia, and D.C. Room 15430, 3535 Market Street.

Philadelphia, PA 19104.
rV .. ... North Carolina, South OFCCP/ESA-Atanta. US. Depart- 8/257-4211

Carolina, Kentucky, Ten- ment of Labor. 1371 Peachtree (404)881-4211
nessee, Mississippi, Ala- Street, Room 729, Atlanta, GA
barns, Georgia, and Flor- 30309.
Ida.

V .. .. Ohio. Indiana, Michigan, OFCCP/ESA-Chicago, US. Depart- 8/353-1029
Illinois, Wisconsin, and ment of Labor, 230 South Dearborn (312)353-1920
Minnesota. Street, Room 1014, Chicago, IL

60604.
VI_ _ _ I~ulsiana, Arkansas. Okla- OFCCP/ESA-Dalas. US. Depart- 8/720-4773

horns Texas, and New ment of Labor, 555 Griffin Square (214)767-4773
- Mexico. Bldg.. Room 503, Dallas, TX 75202.

VTII . Missouri, Iowa, Nebraska, OFCCP/ESA-Kansas City, U.S. De- 8/758-2005
and Kansas. partment of Labor. Fed. Off. Bldg.- (816)374-200

- Room 2000, 911 ,Walnut Street.
Kansas City, MO 64106.

VII.... North Dakota, South OFCCP/ESA-Denver, US. Depart- 8/327-5013
Dakota, Montana, Wyo- ment of Labor. Fed. Off. Bldg.- (303)837-5013
uing, Colorado, and Room 1412. 1981 Stout Street,
'Utah. Denver, CO 80294.

lX ....... California, Nevada, Arizo- OFCCP/ESA--San Francisco, US. 8050-4004
na, Hawaii, and Guam. Department of Labor. Tishman (410)556-4004

Bldg.--Second Floor. 525 Market
Street San Francisco, CA 94105.

X Alaska, Idaho, Oregon.-and OPCCP/ESA--Seattle, US. Depart- 8/309-45b8
Washington. meat of Labor, Fed. Off. Bldg.- (208)442-4508'

'Room 1023. 909 First Avenue, Seat-
tie, WA 98174.

The foregoing information will also be published in the FEDERAL REGISTER.
EMH Doe. 79-7207 Filed3-8-79; 8:45 am]
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NOTICES

[4510-43-M]

Mine Scifety and Health Administration

[Docket No. M-79-6-1O

CLIMAX MOLYBDENUM CO.

Petition for Modification of Application of -
Mandatory Safety Standard

Climax Molybdenum Company,
13949 -West Colfax Avenue, Golden,
Colorado 80401, has filed a petition to
modify the application of 30 CFR
57.12-1 (circuit overload protection) to
its Climax Mine, located in Climax,
Colorado. This/petition is filed under
section 101(c) of the Federal Mine
Safety and Health Act of 1977, Pub. L.
95-164.

The substance of the petition fol-
lows:

1. The petitioner requests permis-
sion to operate its slusher motors with
the circuit breakers and ground pro-
tection It currently uses.

2. The slusher motors have overload
protection in the form of circuit break-
ers of the correct type and capacity.
These circuit breakers provide both in-
stantaneous and thermal tripping.

3. The slusher motors are grounded
in such a way that should the overload
system malfunction, the slusher motor
frame would not become energized and
there would be no shock hazard to the
employee.

4. The petitioner has used its pres-
ent system of circuit breakers, or a
comparable fusing system, and
grounding protection since its mine
opened over forty years ago. During
that time no employee has ever been
electrocuted or ,suffered an injury
from electrical shock from the slusher
motors, nor has any employee ever
been killed or injured as a result of
any fire attributable to alleged Imper-
fections in the slusher motor electrical
system.

5. The petitioner states that the en-
gineering and operation of its slusher
motors achieve no less protection for
its miners than that provided by the
standard.

REQUEST FOR COMMENT

Persons interested in this petition
may furnish written comments on or
before April 9, 1979. Comments must
be filed with the Office of Standards,
Regulations and Variances, Mine
Safety and Health Administration,
4015 Wilson Boulevard, Arlington, Vir-
ginia 22203. Copies of the petition are
available for inspection at that ad-
dress.

Dated: February 28, 1979.

ROBERT B. LAGATHER,
Assistant Secretaryfor
Mine Safety and Health.

[FR Doc. 79-7209 Filed 3-8-79; 8:45 am]

[4510-43-M]

[Docket No. M-79-13-C]

KANAWHA COAL CO.

Petition for Modification of Application of
Mandatory Safety Standard

Kanawha Coal Company, P.O. Box
38, Ashford, West Virginia 25009, has
filed a petition to modify the applica-
tion of 30 CFR 75.305 (weekly exami-
nation for hazardous conditions) to Its
Madison Mine #1 located In Boone
County, West Virginia. This petition is
filed under section 101(c) of the Feder-
al Mine Safety and Health Act of 1977.
Pub. L. 95-164.

The substance of the petition fol-
lows:

1. Instead of traveling the length of
return air entries to examine for haz-
ardous conditions as required by the
standard, the petitioner requests per-
mission to make the return air exami-
nations on a weekly basis from surface
locations.

2. Surface locations exist at the peti-
tioner's mine for readily making sur-
face measurements.

3. Traveling the entire length of the
return air entry presents a greater
danger to miners than the proposed
alternative method of making mea-
surements from surface locations.

4. The petitioner's mine does not lib-
erate methane and so buildup of meth-
ane in any working area is unlikely.

5. The petitioner states that the al-
ternative will achieve no less protec-
tion for its miners than that provided
by the standard.

REqUESTs rOR Coummrrs
Persons interested in the petition

may furnish written comments on or
-before April 9, 1979. Comments must
be filed with the Office of Standards,
Regulations and Variances, Mine
Safety and Health Administration.
4015 Wilson Boulevard, Arlington. Vir-
ginia 22203. Copies of thd petition are
available for inspection at that ad-
dress.

I
Dated: February 28, 1979.

ROBERT B. LAGATHEa.
Assistant Secretary for
Mine Safety ado Health.

[FR Doc. 79-7210 Filed 3-8-79; 45 am]

[4510-26-M]
Occupational Softy and Health Administration

NATIONAL ADVISORY COMMITTEE ON
OCCUPATIONAL SAFETY AND HEALTH

Notice of Meeting
No -Thls document originally appeared

in the FmniA Rzss for Thursday,
March 8. 1979. It Is reprinted In this Issue to
meet the Tuesday/Friday publication sched-
ule assigned to the Labor Department.

Notice is hereby given that the Na-
tional Advisory Committed on Occupa-
tional Safety and Health has formed a
Subgroup to consider the development
of court required "Fully Effective"
benchmarks for state plans. This Sub-
group will meet at 9:30 am. on March
15 and 16, 1979 at the OSHA Training
Institute, 1555 Times Drive, Des
Plaines, Illinois. The same Subgroup
will continue its deliberations on April
1, at 4:00 p.m. in Room N-5437, the
New Department of Labor Building,
Third Street and Constitution Avenue,
NW., Washington, D.C. The public is
invited to attend.

On April 2, 1979, the National Advi-
sory Committee on Occupational
Safety and Health will meet in Room
N-5437, the New Department of Labor
Building, Third Street and Constitu-
tion Avenue, NW, Washington, D.C.,
to hear the report of the Subgroup
and to discuss and formulate its rec-
ommendations on "Fully Effctive"
state plan benchmarks for the Assist-
ant Secretary of Labor for Occupa-
tional Safety and Health. The commit-
tee will also discuss data collection
procedures and statistical methods for
safety and health applications. This
meeting will begin at 9:00 am. and, as
always, the public is invited.

At its March 2, 1979 meeting, the
National Advisory Committee on Oc-
cupational Safety and Health
(NACOSH) appointed a Subgroup to
consider ways of mdeting the US. Dis-
trict Court requirements for "Fully
Effective" benchmarks for state plans.
The recommendations of NACOSH
are essential to the Agency and the
report of this Subgroup will be a basis
for the development of these recom-
mendations at the April 2, 1979 meet-
Ing of the full committee. I hereby
find that an emergency situation
exists which makes It impossible to
give the full 15 days notice required by
OMB Circular A-63.

The National Advisory Committee
was established under section 7(a) of
the Occupational Safety and Health
Act of 1970 (Pub. L. V1-596) to advise
the Secretary of Labor and the Secre-
tary of Health, Education, and Wel-
fare on matters relating to the admin-
istration of the Act.
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NOTICES

FOR ADDITIONAL INFORMATION
CONTACT:

Mr: Clarence Page'; Division of Con-
sumer Affairs, Occupational Safety
and Health Administration, U.S. De-
partment of Labor, Room N-3635,
Third Street and Constitution
Avenue NW., Washington, 'D.C.
20210, telephone number: 202-523-
8024.
Official records of the meeting will

be available for public inspection at
the Division of Consumer Affairs.

Signed at Washington, D.C., this 6th
day of March 1979.

EULA BINGHAM,
Assistant Secretary of Labor.

FR Doe. 79-7196 Filed 3-7-79; 8:45 am]

[4510-26-M]

UTAH STATE STANDARDS

Notice of Approval

1.Background.Part 1953 of title 29,
Code of, Federal Regulations, pre-
scribes procedures under Section 18 of
the Occupational Safety and Health
Act of 1970 (hereinafter called the
Act) by which the Regional Adminis-
trator for Occupational Safety and
'Health (hereinafter called the Region-
al Administrator) under a delegation
of authority from the Assistant Secre-
tary of Labor-for Occupational Safety
and Health (hereinafter called the As-
sistant Secretary), (29 CFR 1953.4)
will review and approve standards pro-
mulgated pursuant to a State Plan
which has been approved in accord-
ance with Section 18(c) of the Act and
29 CFR Part 1902. On January 10,
1973, notice was published in theFt-
DERAL REGISTER(38 FR 1178) of the ap-
proval of the Utah Plan and the adop-
tion of Subpart E to Part 1952 con-
taining the decision.

The Utah Plan provides for the
adoption of Federal Standards as
State Standards by:

1. Advisory Committee recommenda-
tion.

2. Publication in newspapers of gen-
eral/major circulation with a 30-day
waiting period for public comment and
hearing(s).

3. Commission order adopting the
standards and designating an effective
date.

4. Providing certified coplies of Rules
and Regulations or Standards to the
Office of the State Archivist.

Section 1952.113 of Subpart E sets
forth the-State's schedule for adop-
tion of Federal Standards. By letter
dated January 25, 1979, from Ronald
H. Joseph, Administrator, Utah Occu-
pational Safety and Health Division,
to Curtis A. Foster, Regional Adminis-

trator, and incorporated as part of the
Plan, the State submitted rules and
regulations concerning 29 CFR
1910.1000 Air Contaiminants, Table Z-
1 (Amended), 43 FR 19624, Friday,
May 5, 1978 and 29 CFR 1910.1000 Air
Contaminants, Table Z-1 (Amended),
43 FR 57602, Friday, December 8,
1978. These standards, which are con-
tained in the Utah Occupational
Safety and Health Rules and Regula-
tions for General Industry, were pro-
mulgated per the requirements of
Utah Code annotated 1953, Title 63-
46-1, and 'in addition, published in
newspapers of general/major circula-
tion throughout the State. No public
comment was received and no hearings
held.

The Standards for Occupational Ex-
posure'to Air Contaminants, Table Z-1
(Amended) was adopted by the Indus-
trial Commission of Utah, Aichives
File Number 3096 and 3097 on Janu-
ary 4, 1979, pursuant to Title 35-9-6
Utah Code annotated 1953.

2.Decision.The State submission
having been reviewed in comparison
with the Federal Standards, it has
been determined that the State Stand-
ards are identical to the Federal
Standards and accordingly should be
approved.

3.Location of supplement for inspec-
tion and copying.A copy of the stand-
ards supplement, along with the ap-
proved plan, may be inspected and
c6pied during normal business hours
at the following locations: Office of
'the Regional Administrator, Room
1554, Federal Office Building. 1961
Stout Street, Denver, Colorado 80294;
Utah State Industrial Commission,
UOSHA Offices at 448 South 400 East,
Salt Lake City, Utah 84111; and the
Technical Data Center, Room N2439R,'
3rd Constitution Avenue, N.W., Wash-
ington, D.C. 20210.

4.Public participation.Under 29
CFR 1953.2(c), the Assistant Secretary

-may prescribe alternative procedures
to expedite the review process or for'
other good cause which may be con-
sistent with applicable laws. The As-
sistant Secretary finds that good cause
exists for not publishing the supple-
ment to the Utah State Plan as a pro-
posed change and making the Region-
al Administrator's approval effective
upon publicaton for the following
reason:

The Standards were adopted in ac-
cordance with the procedural require-
ments of State, law which permitted
public comments, and further public.
participation would be repetitious.

This decision is effective March 9,
1979.

(See. 18, Pub. L. 91-596, 84 Stat. 1608 (29
U.S.C. 667).) -

Signed at Denver, Colorado, this 7th
day of February 1979.

CURTIS A. FOSTER,
Regional Administrator,

[FR Doc. 79-7214 Filed 3-8-79: 8:45 am]

[4510-22-M]

Office of the Secretary

ADVISORY COMMITTEES

Annual Comprehensive Review

We are currently In the process of
conducting the Department's annual
comprehensive review of Federal Advi-
sory Committees. I invite you to
submit whatever remarks are germane
.to answering the following questions
about each of our advisory commit-
tees: (1) Does the Department have a

"compelling need for it; (2) Is the com-
mittee's membership truly balanced
and (3) Has the committee conducted
Its business as openly as possible, con.
sistent with the law and its mandate?
The DOL advisory committees are
listed below:
Advisory Committee on Construction Safety

and Health
Advisory Council on Employee Welfare and

Pension Benefit Plans
Business Research Advisory Council
Federal Advisory Council on Occupational

Safety and Health
Federal Advisory Council on Unemployment

Insurance
Federal Committee on Apprenticeship
Labor Policy Advisory Committee for Multi-

lateral Trade Negotiations
Labor Research Advisory Council
Labor Sector Advisory Committee on Elec-

trical and Electronic Equipment and
Supplies and Nonelectrical Machinery

Labor Sector Advisory Committee on Food
and Agriultural Products and Chemi-
cal, Plastic and Rubber Products

Labor Sector Advisory Committee on
Lumber, Wood and Paper Products and
Stone, Clay and Glass Products

Labor Sector Advisory Committee on Serv-
ices

Labor Sector Advisory Committee on Tex-
tile, Apparel and Leather Products and
Miscellaneous Manufacturing Industries

Labor Sector Advisory Committee on Trans-
portation Equipment and Primary and
Fabricated Metal Products

Minimum Wage Study Commission
National Advisory Committee on Occupa-

tional Safety and Health
National Advisory Committee on Women
National Commission on Employment and

Unemployment Statistics
'National Commission for Manpower Policy
National Commission on Unemployment

Compensation
If you wish to comment, please

submit your responses within 15 days
from the date of this publication to:
Mrs. Ruth E. Morgenstern, Depart-
mental Committee Management Offi-
cer, Department of Labor, Room S-
2517, 200 Constitution 'Avenue, NW.,
Washington, DC 20210.
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NOTICES

Signed this 6th day of March 1979.
RAY MARSTALT.,

Secretary ofLabor.
IFR Doc. 79-7205 Filed 3-8-79; S:45 am]

[4510-22-M]

[Secretary of labor's Order 1-79]

AIRUNE DEREGULATION ACT OF '1978

Delegation of Authority and Assignment of
Responsibility-

1. Purpose. To delegate authority
and assign responsibility in the De-
partment of Labor for the implemen-
tation and administration of the Sec-
retary of Labor's responsibilities under
the Airline Deregulation Act of 1978.

-2. Authority and Directives Affected
a. Authority. This Order is issued

pursuant to the Airline Deregulation
Act of 1978, Pub. L. No. 95-504.

b. Directives Affected The authori-
ties delegated herein are in addition to
those delegated in Secretary's Orders
6-78, 9-77, and 4-75, which Orders
remain in effect.

3. Background The Airline Deregu-
lation -Act of 1978 curtails the regula-
tory authority of the Civil Aeronautics
Board in order to increase competition
within the U.S. domestic airlines in-
dustry. Under provisions of the Act,
protection would be afforded to all
employees who had four years of serv-
ice upon enactment. Certain protec-
tion provisions, such as first right of
hire, are effective immediately. Other
monetary protection would be pro-
vided for employees deprived of em-
ployment or adversely affected with
respect to compensation by a "qualify-
ing dislocation" as determined by the
Civil Aeronautics Board and occurring
during the first ten years after enact-
ment.

4. Delegation of Authority and As-
signment of Responsibility.

a. The Assistant Secretary for Em-
ployment and Training is delegated
authority and assigned responsibility
under the Airline Deregulation Act of
1978 for-

(1) The development, promulgation,
and administration of policies, regula-
tions and procedures concerning bene-
fit payments required under Section
43.

(2) Maintenance of liaison with the
Civil Aeronautics Board; and begin-
ning January 1, 1985, the Department
of Transportation, under the Sunset
provisions of the Act.

(3) The determination of individual
eligibility and the administration of
monthly benefit payments from a sep-
arate account maintained in the
Treasury of the United States to be
known as the Airline Employees Pro-
tective Account, to affected employees.
as provided by Section 43 (a), (b), (c),
(d) and (e).

(4) The implementation, mainte-
nance and publication of a comprehen-
sive list of job openings available with
certified air carriers.

(5) Providing a full range of employ-
ment services including job search and
relocation for protected employees
seeking employment in other areas.

(6) Developing and carrying out, In
cooperation with LMSA, a program to
inform and advise workers about the
Airline Employee Protection Program.

(7) Developing agreements for the
administration of the program by
State Employment Security Agencies,
as agents for the United States, and In
the absence of an agreement with any
State or Agency, a system for perform-
ing the functions required to provide
benefits to eligible workers.

(8) Developing and maintaining a
system for monitoring Federal or
State Agency performance in carrying
out the provisions of the Act.

b. The Assistant Secretary for Labor-
fanagement Relations Is delegated

authority and assigned responsibility
under the Airline Deregulation Act of
1978 for
' (1) The development, promulgation

and administration of policies, regula-
tions and procedures, covering the
first right of hire-duty to hire and
rehire provision of Section 43(d)(1).

(2) The development and promulga-
tion of policles, regulations, and proce-
dures covering the comprehensive job
list required under Section 43(d)(2).

(3) Encouraging negotiations be-
tween air carriers and representatives
of affected employees with respect to
rehiring practices and seniority.

(4) Reque.ting air carriers to file re-
ports, data and other pertinent infor-
mation necessary for fulfilling respon-
sibilities under Section 43(d)(2).

c. The Assistant Secretary for Policy
Evaluation and Research shall assist
the Assistant Secretaries for Employ-
ment and Training and for Labor-
Management Relations in developing
major policy aspects of program regu-
lations.

d. The Solicitor of Labor shall pro-
vide legal advice and assistance to all
Department of Labor officials relating
to the implementation of this Order.

5. Reservations of Authority. Re-
served to the Secretary of Labor are
the following:

a. Submission of ruies, regulations or
reports to the Secretary of Transpor-
tation and/or the Congress as appro-
priate.

b. Entering into agreements and
modifications to agreements with any
State which will act as agent in carry-
ing out Department of Labor responsi-
bilities under this Act.

13093
c. Entering into agreements with

agencies of the Federal Government,
as required, to carry out responsibil-
Itles under this Act.

6. Effective Date. This Order is effec-
tive February 15. 1979.

RAY MaRSHALL
Secretary of Labor.

(FR Doe. 79-7208 Filed 3-8-.9 &45 am]

[451o-28-M]

INVESTIGATIONS REGARDING CERTIFICA-
TIONS OF ELIGIBILTY TO APPLY FOR
WORER ADJUSTMENT ASSISTANCE -

Petitions have been filed with the
Secretary of Labor under Section
221(a) of the Trade Act of 1974 ("the.
Act") and are identified in the Appen-
dLx to this notice. Upon receipt of
these petitions, the Director of the
Office of Trade Adjustmedt Assist-
ance, Bureau Of International Labor
Affairs, has Instituted investigations
pursuant to Section 221(a) of the Act
and 29 CFR 90.12.

The purpose of each of the investi-
gations Is to determine whether abso-
lute or relative increases of imports of
articles like or directly competitive
with articles produced by the worker's
,firm or an appropriate subdivision
thereof have contributed importantly
to an absolute decline in sales or pro-
duction, or both, of such firm or subdi-
vision and to the actual or threatened
total or partial separation of a signifi-
cant number or proportion of the
workers of such firm or subdivision.

Petitioners meeting these eligiblity
requirements will be certified as eligi-
ble to apply for adjustment assistance
under Title IT, Chapter 2, of the Act in
accordance with the provsions of Sub-
part B of 29 CFR Part 90. The investi-
gations will further relate, as appro-
priate, to the determination of the
date on which total or partial separa-
tions began or threatened to begin and
the subdivision of the firm involved.

Pursuant to 29 CFR 90.13, the peti-
tioners or any other persons showing a
substantial interest in the subject
matter of the investigations may re-
quest a public hearing:. Provided, Such
request is filed in writing with the Di-
rector, Office of Trade Adjustment As-
sistance, at the address shown below,
hot later than March 19,1979.

Interested persons are invited to
submit written comments regarding
the subject matter of the investiga-
tions to the Director, Office of Trade
Adjustment Assistance, at the address
shown below, not later than March 19,
1979.

The petitions filed in this case are
available for inspection at the Office
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ment of, Labor, 200 Constitutiorf
Avenue,'NW., Washington, D.C. 20210.
of the Director, Office of Trade Ad-
justment Assistance, "Bureau of Inter-
national Labor Affairs, U.S. Depart-

APPE

Signed at Washington, D.C., this
26th day of February 1979.

MARVIN M. F0KS,
Director, Office of

TradeAdjustmentAssistance.

Petitioner. Union/workers or Location Date Date of petition Petition Articles produced
former workers of- received No.

Amherst Coal Company, #1 Cleaning Fanco, W. Va .......................
Plant (workers).

Arrow Pants (I.GV.U) ................. Lodi, N.J .................... ; .......
Binnic Bon, Inc. (ILGWU) ..................... Adjuntas, P.R . ............
Bow Sportwear (ILGWU) ...................... Lodi, NJ ...................
Capehart Corporation Sales Divisiori New York, N.Y................

(workers).
Carol Foundations, Incorporated Hato TeJas, Bayamon,

- (ILGWU). P.R.
Columbian Rope Co. (ACTwU) ............ ;Jefferson, La.......................
G.C. Fashions (workers) ......................... Glencove, N.Y ...................
J. Dee Sportswear. Incorporated, Paulsboro, NJ ...................

Plant #1 (ACTWtU).
J, Dee Sportswear. Incorporated, Paulsboro, NJ ................

Plant# 2 (ACTWU).
Ken Foundations, Inc. (ILGWU) ....... .Carolina, P.R .......................
Kingston Dress (workers) ........... Fayetteville, Ten ..............

- Natalie Knitting Mills (workers) .......... Chlho~wie, Va ......................
OMNICO (workers) ................................. Inwood. N. .........................
Pantry Pride Philadelphia Div. (work- Philadelphia, Pa ................

era).
Textron, Inc., Speldel Division (corn- Overland Park, Kans.

pany).
Tru-Fit .Knitwear, Incorported Brooklyn. NY ....................

(ILOIWU). .

2/22/79 2/16/79 TA-W-4, 840 Metalurgical coal.

2/16/79
2/22/79
2/16/79
2/16/79

2/22/79

2/22/79
2/16/79
2/12/79

2/12/79

2/22/79
2/16/79
2/22/79
2/16/79
2/22/79

2/22/79

2/11/79

2/12/79
2/12/79
2/12/79
1/30/79

2/12/79

2/16/79
2/12/79
1/22/79

1/22/79

2/12/79
2/8/79

2/14/79
1/30/79
2/5/79

2/14/79

2/10/79

TA-V-4, 841 Ladies sportswear.
TA-V4, 842 Brassiers.
TA-W4, 843 Ladies sportswear.
TA-W-4. 844 Stereo modulars.

TA-W4. 845 Brassiers.

TA-W4, 846 Manila rope and synthetic rope.
TA-W4. 847 Ladies coats.
TA-W4, 848 Uniforms.

TA-W-4, 849 Uniforms.

TA-W4, 850 Brassiers.
TA-W4, 851 Women's apparel.
TA-W4, 852 Men's and ladies sweaters and lotards.
TA-W4, 853 Children's, women's and men's sportswear.
TA-V, 854 Cut, package, and weigh meat

TA-W4, 855 Electronic liquid crystal display watch mod.
iles.

TA-W-4, 856 Ladies sweaters.

[FR Doc. 79-6734 Filed 3-8-79; 8:45 am]

[4510-28-M]

INVESTIGATIONS. REGARDING .CERTIFICA-
TIONS OF ELIGIBILITY TO APPLY FOR'
WORKER ADJUSTMENT ASSISTANCE

Petitions have been filed with the
hecretary' of Labor 'under Section
221(a) of the Trade Act of 1974 ("the
Act") and are identified in the Appen-
dix to -this notice. Upon receipt -of
these petitions, the Director of the
Office of Trade Adjustment Assitance,
Bureau of International Labor Affairs,
has instituted investigations pursuant
to Section 221(a) of the Act and 29
CFR 90.12.

The purpose of each -of the investi-
gations is to determine whether abso-
lute or relative increases of imports of
articles like or directly , competitive
with articles produced by the workeis'
firm or an appropriate subdivision

thereof have contributed finportantly
to an absolute decline in sales or pro-
duction, or both, of such firm or subdi-
vision and to the actual or threatened
total or partial separation of a signifi-
cant number or proportion of the
workers of such firm or subdivision.

Petitioners meeting these eligibility
requirements will be certified as eligi-
ble to apply for adjustment assistance
under Title II, Chapter 2, of the Act in
accordance with the provisions of Sub-
part B of 29 CFR Part 90. The investi-
gations will further relate, as appro-
priate, to the determination of the
date on which total or partial separa-
tions began or threatened to begin and
the subdivision of the firm involved.

. Pursuant to 29 CFR 90.13, the peti-
tioners or any other persons showing a
substantial interest in the subject
patter of the investigations may re-
quest a public hearing, provided such

Ap PE Ix

request Is filed in writing with the DI-
rector, Office of Trade Adjustment AV.
sistance, at the address shown beloW,
not later than March 19, 1979.

Interested persons are invited to
submit written' comments regarding
the subject matter of the investiga.'
tions to the Director, Office of Trade
Adjustment Assistance, at the address
shown below, not later than March 19,
1979.

The petitions filed in this case are
available for ifispection at the Office
of the Director,0 Office of Trade Ad-
justment Assistance, Bureau of Inter-
national Labor Affairs, U.S. Depart-
ment of Labor, 200 Constitution
Avenue, N.W., Washington, D.C.
20210.

Signed at Washington, D.C., this
28th day of February 1979,

HARoLD A. BnRAT,
Deputy Director, Office of

Trade Adjustment Assistance.

Petitioner- Union/workers'or Location Date Date of Petition Articles produced
former workers of- received petition No.

Broderick & Bascom Rope Company Peoria, l ............................. 2/26/79 2/19/79 TA-W-4,873 Steel wire rope.
(IAM).

Camp Creek Mining Company Camp Creek. W. Va .......... 2/23/79 2/16/79 TA-W-4,874 Metallurgical coal.
(UMWA).

Orandview Mining (UMWA) ................ Beaver, W. Va ........ ........... - 2/23/79 2/16/79 ' TA-W-4,875 Metallurgical coal.
McKenzie Mining Co.. Leatherhead Egeria, W. Va ....................... 2/23/79 2/16/79 TA-W-4,876 Metallurgical coal.

#1 & #2 (UMWA).
McKenzie Mining Co., Tipple Mine Egerla, W. Va ........................ 2/23/79 2/16/79 TA-W-4877 Metallurgical coal.

(UMWA).
Tri-Star Mine (UMWA) ......................... Welch, W. Va ......... . .......... 2/23/79 2/16/79 TA-W-4,878 Metallurgical coal.

[FR Doc. 79-6735 Filed 3-8-79; 8:45 am]
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[4510-28-M]
INVESTIGATIONS REGARDING CERTIFICA-

TIONS OF EUGIBILITY TO APPLY FOR
WORKER ADJUSTMENT ASSISTANCE

Petitions have been filed with the
Secretary of Labor under Section
221(a) of the Trade Act of 1974 ("the
Act") and are identified in the Appen-
dix to this notice. Upon receipt of
these petitions, the Director of the
Office of Trade Adjustment Assist-
ance, Bureau of International Labor
Affairs, has instituted investigations
pursuant to Section 221(a) of the Act
and 29 CFR 90.12.

The purpose of each of the Investi-
gations is'to determine whether abso-
lute of relative increases of imports of
articles like or directly competitive
with articles produced by the workers'
firm -or an appropriate subdivision
thereof have contributed importantly

to an absolute decline In sales or pro-
duction, dr both, of such firm or subdi-
vision and to the actual or threatened
total or partial separation of a signifi-
cant number or proportion of the
workers of such firm or subdivision.
- Petitioners meeting these eligibility
requirements will be certified as eligi-
ble to apply for adjustment assistance
under Title II, Chapter 2, of the Act in
accordance with the provisions of Sub-
part B of 29 CFR Part 90. The investi-
gations will further relate, as appro-
priate, to the determination of the
date on which total or partial separa-
tions began or threatened to begin and
the subdivision of the firm Involved.

Pursuant to 29 CFR 90.13, the peti-
tioners or any other persons showing a
substantial interest In the subject
matter of the investigations may re-
quest a public hearing, Provided, Such
request Is filed in writing with the Dl-

rector, Office of Trade Adjustment As-
sistance, at the address shown below,
not later than March 19, 1979.

Interested persons are Invited to
submit written comments regarding
the subject matter of the investiga-
tions to the Director, Office of Trade
Adjustment Assistance, at the address
shown below, not later than March 19,
1979.

The petitions filed In this case are
available for Inspection at the Office
of the Director, Office of Trade Ad-
justment Assistance, Bureau of Inter-
national Labor Affairs, U.S. Depart-
ment of Labor, 200 Constitution
Avenue, N.W., Washington, D.C.
20210.

Signed at Wasbington, D.C., this
28th day of February 1979.

M Rvnr M. FOOKS,
Director, Office of

TradeAdjustmentAs.sistance.

APPENDIX

Petitioner: Union/workers or Location Date Date of Petition Article3
former workers of- received petiuon No. produced

A. Morganstern & Co. (company)_ Fredericksburg. Va - 2/26/79 2/419 TA-W.4. 857 Cuts pan"
Broderick & Bascom Rope Company St. Louls. Mb 2/22/79 2/15/79 TA-W-4. 858 Warehoum of wire rope and ge ml office.

(USWA). .
Broderick & Bascom Rope Company Houston. Tex . 2/22/79 2/15/79 TA-W-4. 859 Steel wire rope.

(USWA).
Cities Service Co. Plainview Termina Plainview. N.Y........... 2/26/79 2/16/79 TA-W-4. 80 Transports s.

(OCAW).
Duncan Fox Industrial Sales, Inc. Freehold. N.J 2/22/79 2/13/79 TA-W-4. 801 Purchase and sell textile machinery.

(company).
Eaton Corporation. Massillon Plant Massillon. Ohio 2/26/79 2/21/73 TA-W-4.802 FActc.nut3.boltsretainrgrlng.

(Allied Ind. Wkrs).
Pair-Rite Products Corporatton (corn- Wallkil, N.Y. 2/2679 2/21/79 TA-W-4. 8W3 Ferrite mn ti cores.

pany).
Gardisette. Inc. (workers) - Anderson. S.C 2/26119 2/21/79 TA-W-4. 804 Cu3tom-mad draperies.
GlnnyJones, Inc. (ILGWU) Brooklyn. N.Y 2/26/79 2/21/79 TA-W-4. 85 Ladle3 sport."wear, and me 's and Ladles sweat-

Imperial Reading Corporation (work- Lynchburg. Va.- - 2/28/79 2/23/79 TA-W-4. 898 Adminlstratlve and sipport erices.
ers).

International Shoe Company (work- Belle. Mo 2/22/79 2/14179 TA-W-4. 8M IAdles footwear.
era).

Montalbano Blouse (ILGWU)__. Paterson. N.J 2/27/79 2/22/79 TA-W-4. 88 Womcn's bloses.
Morganstern Pants Company (compa- Fredericksburg. Va - 2/26/79 2/24/79 TA-W-4. 859 Sea pants.

ny).
Rubber Corporation of Pennsylvania WestHazleton.Pa 2/22/79 2/15/79 TA-W-4. 870 Athletleandcsualfootwear.

WSW).
Richmond Clothing Company, Inc. Richmond.Va...................... 2/26/79 2/21/79 TA-W-4.871 Men's suits, top coals, slA, and sportcoata.

(workers).
Western, Tanning, Incorporated Delta, Colo 2/26/79 2/22/79 TA-W-4.872 Tannedleather.

(workers).

FR Doc. 79-6733 Filed 3-8-79; 845 am
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NOTICES

[4510-28-M]

[TA-W-4508]

MAR-CAL -

Termination of Investigation -

Pursuant to' Section 221 of the
Trade Act of 1974, an investigation
was initiated on December 12, 1978 in
response to a worker petition received
on December 8, f978 which was filed
by the International Ladies' Garment
Workers' Union on behalf of workers
and former, workers producing ladies'
coats at Mar-Cal, Los Angeles, Califor-
nia.

The Notice of Investigation was pub-
lished in the FEDERAL REGISTER on De-
cember 19, 1978 (43 FR 59180). No
public hearing was requested and none
was held.

In a letter dated February 6, 1979
the petitioner requested withdrawal of
the petition. On the basis of the with-
drawal, continuing the investigation
would serve no purpose. Consequently
the investigation has been terminated.

Signed at Washinkton, D.C. this
23rd day of February 1979.

MARVIN M. Fooxs,,
Director, Office of

TradeAdjustmentAssistance.
(FR Doc. 79-7213 Filed 3-8-79; 8:45 am]

[4510-28-M]

ETA-W-4741 and TA-W-47431

RAINETTE FASHIONS, JERSEY CITY, N.J., AND
SUZZETTE FASHIONS, INC., NEW YORK, N.Y.

investigations Regarding Certification of Eligi-
bility To Apply for Worker Adjustment As-
slstance; Corredian

In FEDERAL REGISTER Doec. 79-3150.
appearing on page 5952 in the FEDERAL
REGISTER of January 30, 1979, the
dates received in Appendix under'peti-
tioners Rainette Fashions TA-W-4741
and Suzzette Fashion, Inc. TA-W-4743
are corrected to read as follows! "Jan-
uary 9, 1979."

Signed at Washington, D.C. this 9th
day of February 1979.

MARVIN 1V. FooKs,
Director, Office of

Trade Adjustment Assistance.

[FR Dec. 79-7212 Filed 3-8-79; 8:45 am]

[4510-28-M]

Office of the Secretary

ETA-W-4706]

REPUBLIC STEEL CORP.

Negative Determination Regarding Eligibility
To Apply for Worker Adjustment Assistance

In, accordance with Section 223 of
the Trade Act of 1974.the Department
of Labor herein presents the results of
TA-W-4706, investigation regarding
certification of eligibility to apply for
worker adjustment assistance as pre-
scribed in Section 222 of the Act.

The investigation' was initiated on.
January, 15, 1979 in response to -a
worker petition received on January 9,
1979 which was filed by the United
Steelworkers of America on behalf of
workers and former workers producing
carbon steel, carbon steel and alloyed
steel bars and bar products at the Buf-
falo, New York plant in the Buffalo
District of Republic Steel Corporation.
The investigation revealed that the
plant primarily produces carbon and
alloy steel bars.

-The Notice of Investigation was pub-
lished in the FEDERAL REGISTER on Jan-
uary 26, 1979 (44 FR 5533): No public
hearing was requested and none was
held.

The determination was based upon
information obtained principally from
officials of Republic Steel Corpora-
tion, the U.S. Department of Com-
merce, the U.S..International Trade
Commission; industry analysts and De-
partment files.

In order to make an affirmative de-
,termination and issue a certification of
eligibility to apply for-adjustment as-
sistance each of the group eligibility
requirement of Section 222 of the Act
must be met. Without regard to
whether any of the other criteria have

* been met, the following criterion has
not been met:

That a significant number or proportion
of the workers in the workers' firm, or an
appropriate subdivision thereof, have
become totally or partially separated, or are
thieatened -to become totally or partially
separated.

Average employment in the Buffalo
District increased from 1977 tO 1978.
Employment increased in each quarter
of 1978 compared to the respective
quarter of the previous year.

No partial separations occurred.
There is no immediate threat of sepa-
rations to workers at the Buffalo Dis-
trict plant.

CONCLUSION

After careful review,- I determine
that all workers of the Buffalo, New

York plant in the Buffalo District of
Republic Steel Corporation are denied
eligibility to apply for adjustment as-
sistance under Title II, Chapter 2 of
the Trade Act of 1974.

Signed at Washington, D.C. this 5th
day of March 1979.

HARRY J. GILMAN,
Supervisory International

Economis4 Office of Foreign
Economic Research.

[FR Doc. 79-7211 Filed 3-8-79; 8:45 am]

[7555-01-M]
NATIONAL SCIENCE FOUNDATION

THE ADVISORY COMMITTEE FOR
ENGINEERING

Amendment to the Notice of Meeting

The Subcommittee on Engineering
Chemistry and Energetics of the Advi-
sory Committee for Engineering will
1e meeting in Washington, D.C. on
March 19, and 20.

The Notice of Meeting that ap-
peared in the FEDERAL REoisTER on
Wednesday, February 28, 1979, stated
that the meeting would be held in
Room 543. This has been changed and
the meeting will now be held in Room
1242.

* If there are any questidns concern-
ing the meeting, please call Dr. Mar-
shall Lih, 202-632-5867.

March 5, 1979.
M. REBECCA WINKLER,
Committee Management

Coordinator.
[FR Doc. 79-7150 Filed 3-8-79; 8:45 am]

[7555-01-M]
EXECUTIVE COMMITTEE OF THE ADVISORY

COMMITTEE FOR ENVIRONMENTAL BIOL-
OGY

Meeting

In accordance witli the Federal Advi-
sory Committee Act, as amended Pub.
L. 92-463, the National Science Foun-
datin announces the following meet-
ing:

NAME: Executive Committee of the
Advisory Committee for Environmen-
tal Biology.
DATE AND TIME: March 26 ,& 27,
1979-8:30 a.m. to 5:00 p.m.

PLACE: National Science Foundation,
1800 G. Street N.W., Washington, D.C.
20550, Room 338.
TYPE OF MEETING: Closed.

FEDERAL REGISTER, VOL 44, NO. 48-FRIDAY, MARCH 9, 1979

13096



NOTICES

CONTACT PERSON: Dr. John L.
Brooks, Deputy Division Director, En-
vironmental Biology, Room 336, Na-
tional Science Foundation, Washing-
ton, D.C. 20550. (202) 632-7318.
PURPOSE OF EXECUTIVE COM-
MrITEE: To provide advice and rec-
ommendations concerning support of
research in ecology and population bi-
ology and physiological ecology.
AGENDA: To review and evaluate in-
ternal records leading to an overview
and appraisal of administrative per-
formance in the Ecology Program and
the Population Biology and Physio-
logical Ecology Program.

REASON FOR CLOSING: The data
being reviewed include information of
a proprietary or confidential nature,
including technical information; finan-
cial data, such as salaries; and person-
al information concerning individuals
associated with the proposals. These
matters are within exemptions (4) and
(6) of 5 U.S.C. 552b(c), Government in
the Sunshine Act.
AUTHORITY TO CLOSE MEETING:
This determination was made by the
Director, NSF, in accordance with the
provisions of Section 10(d) of Pub. L.
92-463, the Federal Advisory Commit-
tee Act.

MLLcH 5, 1979.
1VL REBECCA WiNLER,
Committee Management

Coordinator.
EFR Doe. 79-7148 Filed 3-8-79; 8:45 am]

[7555-01-M]

FEDERAL ADVISORY COMMITTEES

-, Review

The National Science Foundation is
donducting a comperhensive review of
its advisory groups and is soliciting
input from all interested persons for
this evaluation.

In the letter of February 25, 1977, to
the heads of Executive Departments
and Establishments, the President ex-
pressed his concern about the number
and usefulness of Federal advisory
committees, and directed that the
comprehensive review be conducted on
a zero-based concept and be predicated
on the principle that all committees
should be abolished except those (1)
for which there is a compelling need;
(2) which have truly balanced mem-
bership; and (3) which conduct their
business as openly as possible consist-
ent with the law and their mandate.
He further stated that each agency
should provide for open and public
participation in its review process to
the maximum extent possible.

All comments should be directed to
the Committee Management Coordi-
nator, Division of Financial and Ad-

ministrative Management, Room 248,
National Science Foundation, Wash-
ington, D.C. 20550, no later than
March 30, 1979. These comments will
be forwarded to the appropriate offi-
cials for consideration in the review
process.

In. accordance with the President's
letter and further instructions from
the General Services Administration,
the review will be conducted by the
Director, NSF, and will encompass the
following advisory groups:
Advisory Committee for Applied Science &

Research Applications Policy
Advisory Committee for Astronomical Sci-

ences
Advisory Committee for Atmospheric Sci-

ences
Advisory Committee for Behavioral and

Neural Sciences
Advisory Committee for ChemLstry
Advisory Committee for Earth Sciences
Advisory Committee for Engineering
Advisory Committee for Environmental Bi-

ology
Advisory Committee for Information Sci-

ence and Technology
Advisory Committee for International Pro-

,grams
Advisory Committee for Mdaterals Research
Advisory Committee for Mathematical and

Computer Sciences
Advisory Committee for Ocean Sciences
Advisory Committee for Physics
Advisory Committee for Physiology. Cellu-

lar & Mfolecular Biology
Advisory Committee for Polar Programs
Advisory Committee for Policy Research

and Analysis and Science Resources
Studies

Advisory Committee for Social Sciences
Advisory Committee for Two-Year College

Science Education Needs Asse3sment
Advisory Committee on Science and Society
Alan T. Waterman Award Committee
DOE/NSF Nuclear Science Advisory Com-

mittee
National Science Foundation Advisory

Council
President's Committee on the National

Medal of Science

MARcH 5, 1979.
M. REsEccA WnKLn,
Committee Management

Coordinator.
FR Doe. 79-7149 Fled 3-8-79; 8:45 am]

[7590-01-M]

NUCLEAR REGULATORY
COMMISSION

REVIEW OF NRCS ADVISORY COMMITTEES

This is to announce that the Nuclear
Regulatory Commission Is seeking
public comment in connection with
the annual comprehensive review of
advisory committees noi, being under-
taking in accordance with Office of
Management, and Budget guidance
provided in Circular No. A-63, Trans-
mittal Memorandum No. 5, dated
March 7, 1977.

This annual government-wide zero-
base review takes into account the fol-
lowing considerations: (1) is there a
compelling need for each committee,
because, for example, the information
or advice cannot be obtained from
other sources within the agency or
other agencies, (2) does each commit-
tee have truly balanced membership
In terms of points of view represented
and functions to be performed; and (3)
does each committee conduct its busi-
ness as openly as possible consistent
with the law and its mandate.

A brief description of the NRC's ad-
visory committee which is now under-
going review follows.

Advisory Committee on Reactor
Safeguards. This committee was estab-
lished by Section 29 of the Atomic
Energy Act of 1954, as amended, to
review safety studies and facility li-
cense applications and to advise the
Commission with regard to the haz-
ards of proposed or existing reactor
facilities and the adequacy of pro-
posed reactor safety standards. It is
composed of a maximum of 15 mem-
bers who represent diverse scientific
andoengineering specialties relating to
nuclear reactor design, construction
and operation. This committee, it sub-
committees and working groups hold
approximately 110 meetings annually
and Issue about 60 reports.

The NRC is required to complete its
review not later than April 16, 1979.
Therefore, any public comments and
recommendations concerning NRC's
advisory committees should be pro-
vided to the NRC as soon as possible,
and in any event no later than April 6,
1979. Interested persons should direct
their comments in writing to the
Office of the Secretary, U.S. Nuclear
Regulatory Commission, Washington,
D.C. 20555. Attention: Advisory Com-

-mittee Management Officer.

Dated at Washington, D.C., this 6th
day of March. 1979.

JOHN C. HoxLn
Advisory Committee
Management Officer.

[FR Doe. 79-186 Filed 3-8-79; 8:45 am]

[3190-01-M]

OFFICE OF THE SPECIAL REPRE-
SENTATIVE FOR TRADE NEGOTIA-
TIONS

[Doe. No. 301-13]

TANNER'S COUNCIL OF AMERICA 301
COMMITTEE

Indelinite Postponement of Hearings

Because of substantial progress in
negotiations, hearings scheduled for
Mlarch 13 and 14 are hereby indefinite-;
ly postponed. A further announce-
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ment will be made in the near future.
Pursuant to FEDERAL REGISTER notice
of January 17, 1979, hearings were
scheduled. for February 27 and 28,
1979, with respect to proposd action
on certian articles from Japan under
Section 301 of the Trade Act. (See
FEDERAL REGISTER of January 17, 1979,
page 3580). This action was proposed
in response-to Japanese'import xestric-
tions on leather exported from the
United States and elsewhere. Those
hearings were rescheduled for March
13 and 14, 1979 by FEDERAL REGISTER
notice of Friday, February 23, 1979.

WILLIAM E. BARREDA,
Assistgnt Special

Trade Representativ.

[FR Doc. 79-7163 Filed 3-8-79; 8:45 an)

[8320-01-M]

VETERANS ADMINISTRATION

ADVISORY COMMITTEE ON STRUCTURAL
SAFETY OF, VETERANS ADMINISTRATION
FACILITIES

Meeting

The Veterans Administration gives
notice pursuant to Public .Law 92-463
that a meeting of the Advisory Com-
mittee on Structural Safety of Veter-
ans'Administration Facilities will be
held in Room 442 at the .Lafayette

Building, 811 Vermont Avenue, NW.,
Washington, D.C. on April 6, 1979, at
10 a.m. The Committee members will
review Veterans Administration con-
structidn standards and criteria relat-
ing to fire, earthquake and other dis-
aster resistant construction.

The, meeting will be open to the
public, up to the seating capacity of
the room. Because of the limited seat-
ing capacity, it will be necessaiy for
those wishing to attend to contact Mr.
James Lefter, Director, Civil Engineer-
ing Service, Office of Construction,
Veterans Administration Central
Office (phone 202-389-2864); prior -to
April 5, 1979.

Dated: March 2, 1979.

By direction of the Administrator:

MAURY S. CRALLE, Jr.,
Assistant Deputy Administrator

for Financial Management
and Construction.

[FR Doe. 79-7170 Filed 3-7-79; 8:45 am]

NOTICES

[7035-01-M]
INTERSTATE COMMERCE

COMMISSION

[Finance Docket No. 28905 (Sub-Nos. 1F
and 2F); No. MC-F-13819F]

CSX CORP.-CONTROL-CHESSIE SYSTEM, INC.
AND SEABOARD COAST LINE INDUSTRIES.
INC.

Railroad Operation, Acquisition and Cbnstruc-
tion; Initial Prehearing Conference Proce-
dures

MAlcH 7, 1979.
Finance Docket No. 28905 (Sub-N14.

1F); CSX Corporation-Control-Chessie
System, Inc., and Seaboard Coast Line
Industries, Inc., Finance Docket No.
28905 (Sub-No. 2F), CSX Corporation,
Securities; No. MC-F-13819F, CSX
Corporation-Control-Seacoast Trans-
portation Company.

On February 15, 1979, the Commis-
sion published a notice in the FEDERAL
REGISTER, 44 FR 9839, accepting the
application in these proceedings. The
notice also stated that an initial pre-
hearing- conference would be held on
April 24, 1979, to discuss, among other
things, disputes involving discovery
and related matters.

Due to the time constraints under
which the participants in these pro-
ceedings will be preparing their re-
spective cases, this notice is being
issued in advance of the prehearing
conference in order to allow as much
time as-possible to prepare for the con-
ference. While the deadline for filing
comments in response to the applica-
tions is not until April 2, 1979, the pro-
cedures set forth in this notice will be
applicable to all persons submitting
comments on that date.

The prior FEDERAL REGIsTER notice
stated that discovery and related mat-
ters should be concluded prior to the
prehearing conference to permit rul-
ings at that time by the administrative
law judge. Additional procedures relat-
ing to discovery are herein set out to
insure that any disputes as to the pro- -
duction of information can be settled
prior to the conference. In addition to
procedures set forth in the prior
notice, the parties shall observe the
following.

I. On or before April 13, 1979, any
person who seeks discoverable infor-
mation from the applicants as to any
then-pending application shall file re-
quests for those forms of discoVery
permitted under -the Commission's
rules. Persons seeking information are
advised that requests filed-after April
13, 1979, will be considered only upon
a showing of exceptional cause.
.,II. On or before April 23, 1979, coun-
sel for applicants and those parties
which have sought discovery shall
meet and attempt to resolve outstand-
ing discovery issues. The parties shall

be prepared at the conference to
inform the judge of the extent of
these negotiations and of the extent to
which outstanding discovery petitions

-have not been satisfied and are being
pressed. Copies of all inter-party corre-
spondence relating to discovery shall'
be served on *the judge.

April 16, 1979, is the date on or
before which applicants must file their
verified statements. Applicants shall
identify and order those verified state-
ments by placing in the upper right-
hand comer of the cover page of each
statement a two-letter prefix which
identifies the applicant sponsoring the
statement, followed by a number re-
flecting its positior, In the anticipated
sequence of the introduction of state-
menta at the oral hearing.

On or before April 23, 1979, each of
the parties shall file with the Commis-
sion, and delivery to the judge, a sum-
mary statement of the following infor-
mation: Interests, position, and relief
sought; the specific issues in the pro-
ceeding; areas for stipulation and
areas of possible dispute over material
facts; Areas of opinion or argument
that would require presentation sub-
ject to cross-examination; and prospec-
tive areas of negotiation of protective
conditions or other understandings be-
tween parties.

The following matters will be consid.
ered at the conference:

1. The position of participants;
2. Schedules and locations for hear,

ings;
3. Procedures at hearing, e.g., use of(

verified statements for direct testimo-
ny and oral cross-examination; limita-
tions on cross-examination; order and
number of witnesses consolidation of
positions of parties; service of plead-
ings; nature and scope of preclusion
orders;
4. Requests for discovery;
5. Types of evidence proposed to be

submitted;
6. Stipulations as to labor protective

and other conditions;
7. Identification of issues which are

properly the subject of expert testimo-
ny;

8. Stipulations as to qualifications of
expert witnesses proposed to be called
at the oral hearing (applicants shall be
prepared to submit written offers of
proof at the conference);

9. Designation of liason counsel by
parties with common Interests in the
proceedings;

10. Traffic and operational data
shall" be submitted by all carrier par-
ties:

a. Copies of all existing preferential
solicitation agreements, if any exist;

b. Existing run-through train oper-
ations; described as to method of oper-
ation, participating carriers, and thel
market served;

11. Definition of terms,'
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12. Identification and simplification
of the major issues in the proceeding;

13. Stipulation to the use of docu-
ments without objection, including but
not limited to:

a. Annual Reports of the Interstate
Commerce Commission to the Con-
gress of the United States of America.

b. Any report regularly made to the
I.C.C. by any carrier pursuant to law
or Commission regulations.

c. All tariffs filed with the LC.C. by,
or on behalf of, any carrier.

d. All regularly published publica-
tions of the Interstate Commerce
Commission or its Offices or Bureaus.

e. The Official Railway Guide.
L The Official Rail Equipment Reg-

ister.
g. Reports of the I.C.C. and courts of

competent jurisdiction.
h. Economic Reports of the Presi-

dent of the United States of America.
i. Annual Reports of the Securities

and Exchange Commission to the Con-
gress of the United States of America.

j. All regularly published reports of
the United States Department of
Transportation.

14. Stipulation to the use of the fol-
lowing items, as currently available,
up- to the close of the record, without
challenge to their authenticity, but
without agreement as to competency,
relevancy or materiality:

a. Annual reports to stockholders of
any carrier or affiliate of a carrier sub-
ject to I.C.C. jurisdiction.

b. Proxy statements issued to stock-
holders by the management of any
carrier or affiliate of any carrier sub-
ject to I.C.C. jurisdiction, and state-
ments of information in connection
with exchange offers and other public
stockholder solicitation material.

c. Moody's Transportation Manual.
d. Standard & Poor's Security

Owner.

e. Bank and Quotation Record. Na-
tional News Service, Inc., Publisher.

f. Other printed, publicly available,
and readily obtainable statistical ma-
terial.

Parties and prospective parties in
the presently pending applicalton pro-
ceedings are notified that the failure
of any party to appear at the prehear-
ing conference shall be construed as a
waiver of Its right to participate fur-
ther in the proceedings.

On January 16, 1979. the commission
served its decision on applidants' peti-
tion seeking waiver of certain provi-
sions of the Commission's Consolida-
tion :Procedures, in Finance Docket
No. 28905 CSX Corporation-Control-
Chessie System, Ina, and Seaboard
Coast Line Industries, Inc. (not print-
ed). Among the provisions which the
Commission waived was that which re-
quires applicants to file concurrently
with their primary application all di-
rectly related applications. The Com-
mission allowed applicants to file re-
lated trackage rights, abandonment
and coordination project applications
on or before May 20, 1979. It Is possi-
ble that those persons to be effected
by the prospective abandonments, as
well as appropriate state agencies, may
wish to participate in the prehearing
conference. In order to protect the in-
terests of these parties, applicants
shall serve copies of this notice'and of
the notice published in FsaMsAL REGS-
TER on February 15, 1979, on (a) those
shippers who are significant users of
the lines proposed to be abandoned,
and (b) the Public Service Commission
and designated state agency of each
state in which all or part of any line
sought to be abandoned Is situated.
Service shall be accomplished no later
than 10 days from the service date of
this notice.

At the prehearing conference a serv-
ice list and all decisions of the Con-

13099

mission related to these proceedings
will be available. The admissibility of
any late filed pleadings will be deter-
mined at the prehearing conference.

The parties are advised that a tenta-
tive procedural -schedule anticipates
additional prehearing conferences on
May 15, 1979 and June 5, 1979, with
oral hearing on a consolidated record
to commence June 25, 1979.

H. G. HoWuFn Jr.,
Secretary

EFR Dmc. 79-7376 Filed 3-8-79; 9:26 am]

[7035-01-M]
rAB 46 (SDM)]

CHICAGO, ROCK ISLAND & PACIFIC
RAILROAD CO.

Amended System Diagram Map
Notice Is hereby given that, pursu-,

ant to the requirements contained in
Title 49 of the Code of Federal Regu-
lations, Part 1121.23, that the Chicago,
Rock Island and Pacific Railroad Com-
pany, has filed with the Commission
its amended color-coded system dia-
gram map in docket No. AB 46 (SDM).
The maps reproduced here in black
and white are reasonable reproduc-
tions of that amended system diagram
map and the Commission on February
2, 1979, received a certificate of publi-
cation as required by said regulation
which Is considered the effective date
on which 'the system diagram map was
filed.

Color-coded copies of the map have
been served on the Governor of each
state In which the railroad operates
and the Public Service Commission or
similar agency and the State designat-
ed agency. Copies of the map may also
be requested from the office of the
Commission, Section of Dockets by re-
questing docket No. AB 46 (SDM).

H. G. Hos:, Jr.,
Secrelarg.
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[Y035-01-C]
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CHICAGO, ROCK ISLAND a PACIFIC RAILROAD COMPANY

LINE SUBJECT TO ABANDONMENT OR DISCONTINUANCE

OF OPERATION WITH!N THREE YEARS

VAN BUREN COUNTY, IOWA
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NOTICES

CHICAGO, ROCK ISLAND-Ek PACIFIC RAILROAD COMPANY

LINE SUBJECT TO ABANDONMENT OR DISCONTINUANCE
OF OPERATION WITHIN THREE YEARS

LEE COUNTY, IOWA
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NOTICES

CHICAGO, ROCK ISLAND a PACIFIC RA!LROAD COMPANY

LINE SUBJECT TO ABANDONMENT OR DISCONTINUANCE
OF OPERATION WITHIN THREE YEARS

WYANDOTTE COUNTY, KANSAS
AND

JACKSON COUNTY, MISSOURi

I
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CHICAGO. ROCK ISLAND S PACIFIC RAILROAD COMPANY

LINE SUBJECT TO ABANDONMENT OR DISCONT:NUANCE
* OF OPERATION WITHIN THREE YEARS

ALFALFA COUNTY, OKLAHOMA
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ARKANSAS

CATEGORY 1: LINE SUBJECT TO ABANDON-
MENT OR 'DISCONTINUANCE OF OPER-
ATION WITHIN 3 YEARS

Mesa-to Des Arc in Prairie County

Terminal Points: Mesa, M.P. 0.00;
Des Arc, M.P. 14.98.

IOWA

CATEGORY 1: LINES SUBJECT TO ABANDON-
MENT OR DISCONTINUANCE OF OPER-
ATION WITHIN 3 YEARS

Woden to Titonka in Kossuth and
Hancock Counties

Terminal Points: Woden, M.P.
.166.70; Tltonka, M.P. 172.99.
Keokuk to Eldon in Wapello, Davis,

Lee and Van Buren Counties
Terminal Points and/or Agency Sta-

tions: Keokuk, M.P. 3.20; Eldon, M.P.
63.90.

Washington to Keota in Washington
and Keokuk Counties

Terminal Points: Washington, M.P.
248.20; Keota, M.P. 263.65.

CATEGORY 3: LINES FOR WHICH ABANDON-
MENT OR DISCONTINUANCE APPLICATION
IS PENDING

Royal to (but not including) Hartley
in Clay and O'Brien Counties

Terminal Points: Royal, M.P. 502.42;
Hartley, M.P. 515.39.
Hancock to Avoca in Pottawattamie

County
Terminal Points: Hancock, M.P. 5.78;

Avoca, M.P. -0.22.

KANSAS

CATEGORY i: LINES SUBJECT TO ABANDON-
MENT OR DISCONTINUANCE OF OPER-
ATION WITHIN 3 YEARS

Troy to North Topeka in Doniphan,
Atchison, Jackson and Shawnee
Counties

Terminal Points and Agency Sta-
tions: Troy, M.P. 13.50; Horton, M.P.
40.80; Topeka, M.P. 85:30.
Kansas City in Wyandotte County

Central Industrial District: E.P.S. 83
+ 80.6 to E.P.S. 0 + 00, Kansas City,
Missouri.

MINNESOTA

CATEGORY 1: LINES SUBJECT TO ABANDON-
MENT OR DISCONTINUANCE OF OPER-
ATION WITHIN 3 YEARS

Worthington to Lismore in Nobles
County

Terminal Points or Agency Stations:
Worthington, M.P. 254.70; Lismore,
M.P. 275.77.

Rake, Iowa (State line) to Albert Lea
in Faribault and Freeborn Coun-
ties

Terminal Points or Agency Stations:
Iowa-Minnesota State Line, M.P. 51.48;
Albert Lea, M.P. 82.47.

CATEGORYt 3: LINE FOR WHICH ABANDON-
MENT OR DISCONTINUANCE APPLICATION
IS PENDING

Clarks Grove to Maple Island in Free-
born County

Terminal Points or Agency Stations:
Clarks Grove, M.P. 0.00; Hollandale,
M.P. 6.70; Maple Igland, M.P. 8.70.

MIS OURI

CATEGORY 1: LINE SUBJECT TO ABANDON-
MENT- OR DISCONTINUANCE OF OPER-
ATION WITHIN .3 YEARS

Kansas City in Jackson County, in
Central Industrial District

E.P.S. 83 + 80.6 (Wyandotte County,
Kansas) to E.P.S. 0.00, Kansas City,
Missouri.

NEBRASKA

CATEGORY 1: LINE SUBJECT TO ABANDON-
MENT OR DISCONTINUANCE OF OPER-
ATION WITHIN 3 YEARS

Jansen to Beatrice in Jefferson and
Gage Counties

Terminal Points or Agency Stations:
Jansen, M.P. 148.20; Beatrice, M.P.
128.43.

OKLAHOMA

CATEGORY 1: LINES SUBJECT TO ABANDON-
MENT OR DISCONTINUANCE OF OPER-
ATION WITHIN 3 YEARS

Enid to Warren in Garfield and Major
Counties

Terminal Points or Agency Stations:
Enid to Ryan Jct., 3.44 miles trackage
rights on St. -Louis-San Francisco and
Santa Fe Railroads; Ryan Jot., M.P.
2.31; Warren, M.P. 24.00.
Okeene to Homestead in Blaine

C6unty

Terminal Points: Okeene, M.P. 37.30;
Homestead, M.P. 42.80.
Enid to Alva in Garfield, Alfalfa and

Woods Counties
Terminal Points or Agency Stations:

Enid to Augusta, 39.21 miles trackage
rights on the Santa Fe and St. Louis-
San Francisco Railroads; Augusta,
M.P. 72.17; Alva, M.P. 103.79.

TEXAS

CATEGORY 1: LINE SUBJECT TO ABANDON-
MENT OR DISCONTINUANCE OF OPER-
ATION WITHIN 3 YEARS

Pringle to Stinnett in Hutchinson
County

Terminal Points: Pringle, M.P. 60.47;
Stinnett, M.P. 56.82.

[FR Doc. 79-6539 Filed 3-8-79: 8:45 am]

[7035-01-M]

[Ex Parte No. 241, Rule 19, 57th Revised
Exemption No. 90]

ABERDEEN & ROCKFISH RAILROAD CO. ET AL.

Exemption Under Mandatory Car Service Rules

To all railroads:
It appearing, That certain of the

railroads named below own numerous
50-ft. plain boxcars; that under pres-
ent conditions, there are substantial
surpluses of these cars on their lines:
that return of these cars to the owners
would result in their being stored idle;
that such cars can be used by other
carriers for transporting traffic of-
fered for shipments to points remote
from the car owners; and that compli-
ance with, Car Service Rules 1 and 2
prevents such use of, these cars, result-
ing in unnecessary loss of utilization
of such cars.

It is ordered, That, pursuant to the
authority vested in me by Car Service
Rule 19, 50-ft. plain boxcars described
In the Official Railway Equipment
Register, I.C.C.-R.E.R. No. 410, Issued
by W. J. Trezise, or successive Issues
thereof, as having mechanical designa-
tion "XM", and bearing reporting
marks assigned to the railroads named
below, shall be exempt from provisions
of Car Service Rules 1, 2(a), and 2(b).
Aberdeen and Rockfish Railroad Company,

Reporting Marks: AR
Camino, Placeveille & Lake Tahoe Railroad

Company
Reporting Marks: CPLT

City of Prineville
Reporting Marks: COP

The Clarendon and Pittsford Railroad Com-
pany

Reporting Marks: CLP
Duluth, Missabe and Iron Range Railway

Company
Reporting Marks: DMIR

East Camden & Highland Railroad Compa-
ny

Reporting Marks: EACH
Genessee and Wyoming Railroad Company

Reporting Marks: GNWR
Greenville and Northern Railway Company

Reporting Marks: ORN
Lake Superior & Ishpeming Railroad Com-

pany
Reporting Marks: LSI

Lenawee County Railroad Company, Inc.
Reporting Marks: LCRC

Louisiana Midland Railway Company
Reporting Marks: LOAM

Louisville and Wadley Railway Company
Reporting Marks: LW

Louisville, New Albany & Corydon Railroad
Company

Reporting Marks: LNAC
Manufacturers Railway Company

Reporting Marks: MRS
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Middletown and New Jersey Railway Com-
pany, Inc.

Reporting Marks: MNJ
xxx?
New Orleans Public Belt Railroad

Reporting Marks: NOPB
Oregon & Northwestern Railroad Co.

Reporting Marks: ONW
Oregon; Pacific and Eastern Railway Com-

pany
Reporting Marks: OPE

Pearl River Valley Railroad Company
Reporting Marks: PRV

Peninsula Terminal Company
Reporting Marks. PT

Raritan River Rail Road Company
Reporting Marks: RR

Sacramento Northern Railway
Reporting Marks: SN

St. Lawrence Railroad
Reporting Marks: NSL

Sierra Railroad Company
Reporting Marks: SERA

Terminal Railway, Alabama State Docks
Reporting Marks:-TASD

The Texas Mexican Railway Company
Reporting Marks: TM

Tidewater Southern Railway Company
Reporting Marks: TS

Toledo, Peoria & Western Railroad Compa-
ny

Reporting Marks: TPW
Vermont Railway, Inc.

Reporting Marks: VTR
WCTU Railway Company

- Reporting Marks: WCTR
Youngstown & Southern Railway Company

Reporting Marks: YS
Yreka Western Railroad Company

Reporting Marks: YW

Effective February 15, 1979, and con-
tinuing in effect until further order of
this Commission.

Issued at Washington, D.C., Febru-
ary 12, 1979.

INTERSTATE CoMMmRcE
CoMMaSSlON,

JoEL E. BURNS,
Agent.

[FR Doc. 79-7204 Filed 3-8-79; 8:45 am]

[7035-01-MI
[Notice No. 40]

ASSIGNMENT OF HEARINGS

MARCH 6, 1979.
Cases assigned for hearing, post-

p.onement, cancellation or oral argu-
ment appear below and will be pub-
lished only once. This list contains
prospective assignments only and does
not include cases previously assigned,
hearing dates. The hearings will be on
the issues as presently reflected n the
Official Docket of the Commission. An
attempt will be made to publish no-
tices of cancellation of hearings as
promptly as possible, but interested
parties should take appropriate steps
to insure that they are notified of can-
cellation or postponements of hearings
in which they are interested.

'XXX Missouri-Kansas-Texas Railroad
Company deleted.

NOTICES

CORRECTION'
MC 128527 (Sub-20). May Trucking Compa-

ny, now assigned for bearing March 19.
1979 (3 days). Instead of May 19, 1979. at
Portland, Oregon, In a hearing room to be
later designated.

H. G. Hosmi, Jr.,
Secretary.

[FR Doc. 79-7198 Filed 3-8-79; 8:45 am]

[7035-01-M]

[Notice No. 39]

ASSIGNMENT OF HEARINGS

MARCH 6, 1979.
Cases assigned for hearing, post-

ponement, cancellation or oral argu-
ment appear below and will be pub-
lished only once. This list contains
prospective assignments only and does
not Include cases previously assigned
hearing dates. The hearings will be on
the issues as presently reflected n the
Official Docket of the Commission. An
attempt will be made to publish no-
tices of cancellation of hearings as
promptly as possible, but interested
parties should take appropriate steps
to insure that they are notified of can.
tellation or postponements of hearings
in which they are Interested.

MC 42846 (Sub-6F). Debolt Somerset Bus
Company, now assigned for hearing on
March 12. 1979, at Greensburg, Pennsylva-
nia, and will be held in Mountain View
Inn, U.S. Highway 30 (East of Greens-
burg).

MC 114211 (Sub-370F). Warren Transport.
Inc., now assigned March 13, 1979, at Chi.
cago. Illinois, is canceled and transferred
to Modified Procedure.

MC 115826 (Sub-299F), W. J. Digby. Inc.,
now assigned April 11, 1979. at Dallas,
Texas, is canceled and reassigned April 11.
1979 (3 days), at Amarillo. Texas, in a
hearing room to be later designated.

MC 125433 (Sub-160F). F-B Trick Line Com-
pany. now assigned March 12, 1979. at San
Francisco. California. 'is canceled trans-
fered to Modified Procedure.

MC 145059 (Sub-3F), Spinelli Bros. Truck-
ing. Inc., now assigned March 14. 1979, at
Philadelphia, Pennsylvania, Is canceled
transferred to Modified Procedure.

MC 51146 (Sub-598F). Schneider Transport,
Inc., now assigned for hearing on March
22, 1979, at Chicago, Illinois, and will be
held in Room 349, 230 South Dearborn
Street.

MC 123048 (Sub-406F). Diamond Transpor-
tation System. Inc.. now assigned for hear-
Ing on March 21. 1979. at Chicago, Illinois.
and will be held in Room 349. 230 South
Dearborn Street.

MC 119765 (Sub-53F). Eight Way Express.
Inc., now assigned for hearing on March
20, 1979, at Chicago. Illinois, and will be
held in Room 349, 230 South Dearborn
Street.

MC 117604 (Sub-li), Early Rival Motor Ex-
press, Inc., now assigned for hearing on
March 19. 1979. at Atlanta, Georgia. and

'This notice corrects hearing date for No.
MC 128527 Sub-20.
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will be held In American Motor Hotel, 160
Spring Street, NW.

H. G. Howmrs, Jr.,
Secretary.

[FR Doe. 79-7199 Filed 3-8-79; 8:45 am]

[7035-01-M]
[Ex Parte No. 241. Rule 19. Exemption No.

159]
CHICAGO, MILWAUKEE, ST. PAUL & PACIFIC

RAILROAD CO.
Exemption Under Mandaory Car Service Rules

Because of severe winter storms re-
sulting In massive snow drifts blocking
main tracks and yards, Chicago, Mil-
waukee, St. Paul, and Pacific Railroad
Company (MILW) is unable to relo-
cate empty cars to other stations for
loading or to return them promptly to
car owners in accordance with Car
Service Rules 1 and 2. Consequently,
MILW is unable to furnish cars of
suitable ownership to shippers while
at the same time similar cars of other
ownerships stand Idle because of the
inability of MILW to return them to
owners.

It is ordered, That pursuant to the
authority vested in me by Car Service
Rule 19:

(a) Chicago, Milwaukee, St. Paul and
Pacific Railroad Company (MILW) is
authorized to accept from shippers in
the states of Wisconsin and Ilinois
general service freight cars described
In paragraph (b) owned by other rail-
roads regardless of the provisions of
Car Service Rules 1 and 2.

(b) This exemption is applicable to
general service freight cars bearing re-
porting marks assigned to railroads
listed In the Official Railway Equip-
ment Register, I.C.C-R.E.R. No. 410,
Issued by W. J. Trezise, or successive
issues thereof. as having the following
mechanical designations:
Plain Boxcars: "XM-' -X5I"
Gondola Cars: "GA", "GB", "GD", "GH".

"GS", "GT"*
Hopper Cars: "HPA", "BK", "HM", "HM",

"HT", "HT'A"
Flat Cars "FM". less than 200,000 lb. capac-

Ity I
It is further ordered,
(c) This exemption shall not apply

to cars of Mexican or Canadian owner-
ship or to cars subject to Interstate
Commerce Commission or Association
of American Railroads' Orders requir-
ing return of cars to owners.

Effective 1201 a.m. February 20,
1979.

Expires March 15, 1979.
Issued at Washington, D.C, Febu-

ary 16, 1979.
INTERSTATE Co cE

Co ussIox,
JOEL E. BUNs,

AgenL
[FR Doe. 79-7197 Filed 3-8-79; 8:45 am]
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[7035-01-M] -

[Service Order No. 1344, I.C.C. Order No.
22, Amdt. No. 3]

CHICAGO, MILWAUKEE, ST. PAUL & PACIFIC
RAILROAD CO.

Rerouting Traffic

Upon further consideration of I.C.C.
Order No. 22, and good cause appear-
ing therefor:

It is ordered,
I.C.C. Order No. 22 -is amended by

substituting the following paragraph
(g) for paragraph (g) thereof:

(g) Expiration date. This order shall
expire at 11:59 p.m., March 9, 1979,
unless otherwise modified, changed-or
suspended.

Effective date. This amendment
shall become gffective at 11:59 p.m.,
February 23, 1979.

This amendment shall be served
upon the Association of American
Railroads, Car Service Division, as
agent of all railroads subscribing to
the car service and car hire agreement,
under the terms of that agreement,
and upon the American Short Line
Railroad Association. A copy of this
amendment shall be filed with the Di-,
rector, Office of the Federal Register.

Issued at Washington, D.C., l'ebru-
ary 23, 1979.

INTERSTATE COMMERcE
COLMISSION, "

JOEL E. BURNS,
Agent.

[FR Do. 79-7201 Filed 3-8-79; 8:45 am)

[7035-01-M]
Ex Parte No. 241, Rule 19, Revised

Exemption No. 155-A]

MANDATORY CAR SERVICE RULES

Exemption
To: all railroads.

Upon further consideration of Ex-
emption No. 155 issued January 19,
1979.

It is ordered, That, under authority
vested In me by Car Service Rule 19,
Revised Exemption No. 155 to the
Mandatory Car Service Rules ordered
In Ex Parte No. 241 is vacated and set
aside.

This order shall become effective
12:01 a.m, February 20, 1979.

Issued at Washington, D.C., Febru-
ary 16, 1979. -

INTERSTATE COPMERCE
COLAISSION,

JoEL E. BURNS,
'Agent.

CFR Doc; 79-7202 Filed 3-8-79; 8:45 am].

NOTICES

[7035-01-M]

(Notice No. 161]

MOTOR CARRIER BOARD TRANSFER
PROCEEDINGS

The following publications include
motor 'carrier, water carrier, broker,
and freight forwarder transfer applica-
tions filed under Section 212(b),
206(a), 211, 312(b), and 410(g) .of the
Interstate Commerce Act.

Each application (except as other-
wise specifically noted) contains a
statement by applicants' that there
will be no significant effect on the
equality of the human environment
resulting from approval of the applica-
tion.

Protests against approval of the ap-
plication, which may include request
for oral hearing, must be filed with
the Commission by April 9, 1979. Fail-
ure seasonably to file a protest will be
construed as a waiver of opposition
and participation in the proceeding. A
protest must be served upon appli-
cants' representative(s), or applicants
(if no such representative is named),
and the protestant must certify that
such service has been made.

Unless otherwise specified, the
signed original and six copies of the
protest shall be filed with the Com-
mission. All protests muse specify with
particularity the factual basis, and the
section of the Act, or the applicable
rule governing the proposed transfer
which protestant.believes would pre-
clude approval of the application. If
the protest contains a request for oral
hearing, the request shall be support-
ed by an explanation as to why the
evidence sought - to be presented
cannot reasonably -be submitted
through the use of affidavits.

The operating rights set forth below
are in synopses fdrm, but are deemed
sufficient to place interested persons
on notice of the proposed transfer.

FD 28956, filed February 7, 1979.
Transferee: WASHINGTON BOAT
LINES, INC., 2140 Pennsylvania
Avenue, N.W., Washington, D.C.
20037. Transferor: WILSON LINE OF
WASHINGTON, INC., (Charles A.
Docter, Esq., Trustee in Bankruptcy),
1707 H Street, N.W. (Suite 801); Wash-
ington, D.C. 20006. Representative:
Robert R. Redmon, 1800 Massachu-
setts Avenue, N.W., Suite 512, Wash-
ington, D.C. 20036. By decision en-
tered March 2, 1979, the- Commission,
Motor Carrier Board authorized the
transfer to transferee of the operating
rights set forth in Certificate No. W-
1124 (Sub No., 4), served January 25,
1962, as follows: Operation, as a
common carrier, in interstate and for-
eign commerce, by self propellea yes-

sels, in the transportation of passen-
gers from Washington, D.C. to Mt.
Vernon, Virginia, and Marshall Hall,
Maryland, and return, and on cruises
on the Potomac River out of Washing-
ton, D.C. and Alexandria, Virginia.
Transferee presently holds no authori-
ty from this Commission.

H. G. Homms, Jr.,
Secretary.

[FR Doc. 79-7200 Filed 3-8-79; 8:45 am]

[7035-01-M]

[Notice No. 36]

MOTOR CARRIER TEMPORARX AUTHORITY
APPLICATIONS

FEBRUARY 27, 1979.
The following are notices of filing of

applications for temporary authority
under Section 210a(a) of the Inter-
state Commerce Act provided for
under the provisions of 49 CFR 1131,3.
These rules'provide that an original
and six (6) copies of protests to an ap-
plication may be filed with the field
official named in the FEDERAL REaIS-
TER publication no later than the 15th
calendar day after the date the notice
of the filing of the application is pub-
lished in the FEERA REGISTER. One
copy of 'the protest must be served on
the applicant, or its authorized repre-
sentative, if any, and the protestant
must certify that such service has
been made. The protest mu t identify
the operating authority upon which it
is predicated, specifying the "MC"
docket and "Sub" number and quoting
the particular portion of authority
upon which it relies. Also, the protes-
tant shall specify the service it can
and will provide and the amount and
type of equipment it will make availa-
ble for'use in connection with the serv-
ice contemplated by the TA applica-
tion. The weight accorded a protest
shall be governed by the completeness
and pertinence of the protestant's in-
'formation.

Except as otherwise specifically
noted, each applicant states that there
will be no significant effect on the
quality of the human environment re-
suiting from approval of Its applica-
tion.

A copy of the application is on file,
and can be examined at the Office of
the Secretary, Interstate Commerce
Commission, Washington, D.C., and
also In the ICC Field Office to which
protests are to be transmitted.

NoTE.-All applications seek authority to
operate as a common carrier over irregular
routes except as otherwise notqd.
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MOTOR CARRIERS OF PROPERTY

MC 111 (Sub-14TA), filed February
1, 1979. Applicant: VIGEANT MOTOR
FREIGHT, INC., 6 Claflin Street,
Boston, Mass. 02127. Representative:
Joseph R. Siegelbaum, 17 Academy
Street, Newark, NJ 07102. Paper,
printing paper, N.O.L, and materials,
equipment and supplies used in the
manufacture thereof between Gilman,
VT,'on the one hand, and on the other
hand, points in NY, those points in PA
on and east of Route 15 and East
Brunswick, NJ. Restricted to the
transportation of shipments originat-
ing at or destined to the facilities of
Georgia Pacific Corporation at or near
Gilman, VT 180 days. An underlying
ETA seeks 90 authority. Supporting
shipper(s): Georgia Pacific Corpora-
tion, 800 Summer Street, Stamford,
CT. Send protests to: Glenn A. Eady,
Transportation Specialist, Interstate
Commerce Commission, 150 Causeway
Street, Room 501, Boston, MA 02114.

MC 730 (Sub-429TA), filed February
2,1979. Applicant: PACIFIC INTER-
MOUNTAIN EXPRESS CO., 25 N. Via
Monte, Walnut Creek, CA 94595. Rep-
resentative: Edgar E. Reddick (same
address as applicant). Common carrier.
regular routes: Railway or Locomotive
Wheels, iron or steel, loose, or mounted
on axles with, or without bearings,
serving the facilities of Griffin Wheel
Company at Keokuk, IA as an off-
route point in connection with carri-
er's authorized regular route nation-
wide operations, for 180 days. An un-
derlying ETA seeks 90 days authority.
Supporting shipper(s): Griffin Wheel
Company, Division of Amsted Indus-
tries, Inc., 200 West Monroe Street,
Chicago, IL 60606. Send protests to:
District Supervisor A. J. Rodriguez,
211 Main Street, Suite 500, San Fran-
cisco, CA 94105.

MC 200 (Sub-332TA), filed February
7, 1979. Applicant: RISS INTERNA-
TIONAL CORPORATION; 903 Grand
Avenue, Kansas City, Missouri 64106.
Representative: Ivan E. Moody (same
as applicant). Meat, Meat products and
meat by-products, and articles distrib-
uted by meat packinghouses as de-scribed in Sections A and C of Appen-
dix I to the report in. Descriptions in
Motor Carrier Certificates 61 M.C.C.
209 and 766 (except hides and com-
modities in bulk), from the facilities of
Hygrade Food Products Corporation
at Storm Lake, IA to points in CT, DE,
FL, GA, n, IN, KY, LA, ME, MA, MD,
MI, MO, MS, NE, NH, NJ, NY, NC,
OH, OK, PA, RI, SC, TX, VT, VA,
WV, and DC restricted to traffic origi-
nating at the named origin for 180
days. An underlying ETA seeks 90
days authority. Supporting shipper(s):
Hygrade Food Products Corporation,
P.O. Box 4771, Detroit, Michigan
48212. Send protests to: Vernon V.

Coble, District Supervisor, Interstate
Commerce Commission, 600 Federal
Building, 911 Walnut Street, Kansas
City, Missouri 64106.

MC 2900 (Sub-356TA), filed Febru-
ary 1, 1979. Applicant, RYDER
TRUCK LINES, INC., P.O. Box 2408-
R, Jacksonville, FL 32203. Representa-
tive: John Carter (same as applicant).
Axle housings from Reading, PA, to
facilities of the Dana Corporation at
or near Edgerton, WI, and Syracuse,
IN, restricted to the transportation of
shipments originating at the named
origin and destined to named destina-
tions, for 180 days. Supporting
shipper(s): Parish Division, Dana
Corp., P.O. Box 1422, Reading, PA
19603. Send protests to: G. H. Fauss,
Jr., DS, ICC, Box 35008, 400 West Bay
Street, Jacksonville, FL 32202.

MC 4405 (Sub-589TA), filed Febru-
ary 2, 1979. Applicant* DEALERS
TRANSIT, INC., P.O. Box 236, Tulsa,
OK 74101. Representative: Leonard L.
Bennett, P.O. Box 236, Tulsa, OK
74101. Lumber, lumber products, wood
products and pallets, from points in
GA to points in A1, F, IL, IN, IA, MI,

-MN, MS, NC, OH, SC, TN, VA, WI,
KY, and DC, for 180 days. An underly-
ing ETA seeks 90 days authority. Sup-
porting shipper(s): Culpepper Lumber
Company, Inc., P.O. Box 218, Dearing,
GA 30808. Send protests to: Connie
Stanley, Transportation Assistant, In-
terstate Comnierce Comnmisson, Room
240 Old Office and Court House Bldg.,
215 NW 3rd, Oklahoma City, OK
73102.

MC 14215 (Sub-21TA), filed January
2, 1979. Applicant: SMITH TRUCK
SERVICE, INC., P.O. Box 1329, Steu-
benville, OH 43952. Representative:
John L. Alden, 1396 West Fifth
Avenue, Columbus, OH 43212. Iron
and steel articles, (I)- Between plant-
sites of Wheeling-Pittsburgh Steel
Corporation at Canfield, Martins
Ferry, Mingo Junctibn, Steubenville
and Yorkville, OH; Beech Bottom.
Benwood Follansbee and Wheeling,
WV; and Allenport and Monessen, PA.;
restricted to shipments originating at
or destined to the above-named facili-
ties. (2) From plantsite of Wheeling-
Pittsburgh Steel Corporation at Allen-
port, PA., to points In IL, IN, and OH..
for 180 days. An underlying ETA seeks
90 days authority. Supporting
shipper(s): Wheeling-Pittsburgh Steel
Corporation, P. 0. Box 118, Pitts-
burgh, PA 15230. Send Protests to: J.
A. Niggemyer DS, 416 Old P.O. Bldg.,
Wheeling, WV 26003.

MC 14314 (Sub-26TA), filed Febru-
ary 5, 1979. Applicant: DUFF TRUCK
LINE, INC., P.O. Box 359, Broadway
& Vine Streets, Lima, OH 45802. Rep-
resentative: Beery & Spurlock Co.,
L.P.A, 275 E. State St., Columbus, OH
43215. Authority sought to operate as

a common carrier, by motor vehicle
over regular routes, transporting gen-
eral commodities, except those of un-
usual value, Classes A and B explo-
sives, commodities in bulk, and those
requiring special equipment, serving
the facilities of Paoli Chair Company
at or near Orleans, IN as an off-route
point In connection with carrier's reg-
ular route operation over U.S: Hwy.
150 (also known as IN Hwy. 56), for
180 days. An underlylng-ETA seeks 90
days authority. Supporting shipper(s):
-Paoli Chair Company, P.O. Bdx 30,
524 E. Third St., Paoli, IN 47454. Send
protests to: I.C.C., 313 Federal Office
Bldg., 234 Summit St., Toledo, OH
43604.

MC 18738 (Sub-54TA), filed Febru-
ary 6, 1979. Applicant: SIMS MOTOR
TRANSPORT LINES, INC., 610 W.
138th St., Riverdale, IL 60627. Repre-
sentative: Eugene Cohn, 1 N. LaSalle
St., Chicago, IL 60606. Iron and steel
articles, between Portage, IN and
points in the following WI counties:
Milwaukee, Racine, Kenosha, Wauke-
sha, Ozaukee and Washington for 180
days. An underlying ETA has been
granted. Supporting shipper(s): Mid-
west Steel Division, National Steel
Corp., Route 12, Portage, IN 46368.
Send protests to: TA Annie Booker,
219 S. Dearborn St. Rm. 1386, Chica-
go, IL 60604.

MC 18738 (Sub-55TA), filed January
16, 1979. Applicant: SIMS MOTOR
TRANSPORT LINES, INC., 610 W.
138th St., Riverdale, IL 60627. Repre-
sentative: Eugene Cohn, 1 N. LaSalle
St., Chicago, IL 60606. Iron and steel
articles, from J & L Steel Company at
or near East Chicago, IN to pts in Ke-
nosha, Milwaukee, Racine, Waukesha,
Washington and Ozaukee Counties,
WI for 180 days. An underlying ETA
for 90 days has beeh granted. Support-
ing shipper(s): Youngstown Sheet and
Tube Company, 3001 Dickey Road,
East Chicago, IN 46312. Send protests
to: TA Annie Booker, 219 S. Dearborn
St. Rm. 1386, Chicago, IL 60604.

MC 22509 (Sub-13TA), filed Febru-
ary, 7, 1979. Applicant: MISSOURI-
NEBRASKA EXPRESS, INC., 5310
St. Joseph Avenue, St. Joseph, Missou-
ri 64505. Representative: Harry Ross,
58 South Main Street, Winchester,
Kentucky 40391. Metal Containers
from LaPorte, IN to Des Moines and
Sioux City, IA for 180 days. An under-
lying ETA seeks 90 days authority.
Supporting Shipper(s): National Can
Corporation, 8101 West Higgins Road,
Chicago, Illinois 60631. Send protests
to: Vernon V. Coble, District Supervi-
sor, Interstate Commerce Comm ion,
600 Federal Building, 911 Walnut
Street, Kansas City, Missouri 64106.

MC 35807 (Sub-92TA), filed January
29, 1979. Applicant: WELLS FARGO
ARMORED SERVICE CORPORA-
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TION, P.O. Box 4313, Atlanta, Geor-
gia 30302. Representative: Steven .
Thatcher, P.O. Box 4313, Atlanta,'
Georgia 30302. Coin, Currency & secu-
rities between New Orleans, LA and
points in LA, for 180 days. An underly-
ing ETA seeks 90 day authority. Sup-
porting Shipper(s): Federal Reserve
Bank of Atlanta, 104 Marietta Street,
N.W., Atlanta, Georgia 30033. Send
protests to: Sara K. Davis, T/A, ICC,
1252 W. Peachtree St., N.W., Atlanta,
Georgia 30309.

MC 41404 (Sub-155TA), filed Janu-
ary 31, 1979. Applicant: ARGO-COL-
LIER TRUCK LINES CORPORA-
TION, P.O. Drawer 440, Fulton High-
way, Martin, TN 38237. Representa-
tive: Mark L. Home (same axv appli-
cant). Foodstuffs (except in bulk) from
the facilities or utilized by J. H. Fil-
bert, Inc., in Fulton, Clayton, DeKalb,
Cobb, and Douglas Counties, GA to
points in AL, IL, IN, KY, LA, MS, NC,

-SC, and TN, for 180 days. Supporting
Shipper(s): J. H. Filbert, Inc., 3701
Southwestern Boulevard, Baltimore,
MD 21229. Send protests to: Floyd A.
Johnson, District Supei-vior, Inter-
state Commerce Commission, 100
North Main Building, Suite 2006, 100
North Main Street, Memphis, TN
38103.

MC 48441 (Sub-30TA), filed January
23, 1979. Applicant: R.M.E. Inc., P.O.
Box 418, Streator, IL 61364. Repre-
sentative: E. Stephen Heisley," 805
McLachlen Bank Building, 666 Elev-
enth Street, N.W., Washington, D.C.
20001. (1) Commodities dealt in by
wholesale, retail and chain grocery
stores and food business iouses and
(2) Materials, equipment and supplies
used in the manufacture distribution
and sale of the commodities named in
(1) (except in bulk), between the facili-
ties of Ralston Purina Co. at or near
Clinton and Davenport, IA, on the one
hand, and, on the other, points in IL,
IN, OH and the lower peninsula of MI,
for 180 days. An underlying ETA seeks
authority for 90 days. Supporting
Shipper(s): Ralston Purina Co., Check-
erboard Square, St Louis, MO 63188.
Supporting Shipper(s): TA Annie
Booker, 219 S. Dearborn St. Rm. 1386,
Chicago, IL 60604.

MC 51146 (Sub-676TA), filed.Febru-
ary 1, 1979. Applicant: SCHNEIDER
TRANSPORT, INC., P.O. Box- 2298,
Green Bay, WI 54306. Representative:
John R. -Patterson, 2480 E. Commer-
cial Blvd., Ft; Lauderdale, FL 33308.
Plastic articles (except in bulk) from
the facilities of Mobil Chemical Co.-
Plastics Div. at Frankfort and Joliet,
IL to points in IN, IA, KY, MI, MN,
NE, OH & WI, for 180 days. An under-
lying ETA seeks 90 days authority..
Supporting Shipper(s): Mobil Chemi-
cal Co., Plastics Div., Macedon, NY
14502. Send protests to: Gail Daugh-
erty, Transportation Asst., Interstate

NOTICES

Commerce Commission, Bureau of Op-
erations, U.S. Federal Building &
Courthouse, 517 East Wisconsin
Avenue, Room 619, Milwaukee, Wis-
consin 53202.

MC 52465 (Sub-46TA), filed Febru-
ary 2, 1979. Applicant: RICE TRUCK
LINES, P.O. Box 2644, Great Falls,
MT 59403. Representative: Ray F.
Koby, P.O. Box 2567, Great Falls, MT
59403. Fuel oi4 in bulk, from Farming-
ton, NM to the facilities of CF&I Steel
Corp. located at or near Pueblo, CO,
for 180 days. An underlying ETA seeks
90 days authority. Supporting
Shipper(s): Parish .011, Inc., 4739 Utica
St, Suite 206, Metalrie, i. 70002.
Send protests to: Paul J. Labane, DS,
ICC, 2602 First Avenue North, Bill-
ings, MT 59101.

MC 53965 (Sub-146TA), filed Febru-
ary 5, 1979. Applicant: GRAVES
TRUCK LINE, INC., 2130 South Ohio,
Salina, KS 6740L Representative: Wil-
liam B. Barker, 641 Harrison St.,
Topeka, KS 66603. Mea meat pro&-
ucts, meat by-products and articles
distributed by meat packinghouses,. as
described in Sections A and C of Ap-
pendix I to-the report in Descriptions
in Motor Carrier -Certificates, 61
M.C.C. 209 and 766 (except hides and
skins and commodities in bulk), from
the facilities utilized by John Morrell
& Co., at or near St. Louis, MO and its
Commercial Zone to pts. in KS, for 180
days. An underlying ETA seeks 90
days authority. Supporting Shipper(s):
John Morrell & Co., 208 S. LaSalle St.,
Chicago, IL 60604. Send protests to:
Thomas P. O'Hara, D/S, ICC 256 Fed-
eral Bldg. & U.S. Courthouse, Topeka,
KS 66683.

MC 55896 (Sub-lllTA), filed Febru-
ary 2, 1979. Applicant: R-W SERVICE
SYSTEM, INC., 20225 Goddard Rd.,
Taylor; MI 48180. 'Representative:
Edwin lML Snyder, 22375 Haggerty Rd.,
P.O. Box 400, Northville, MI 48167.
Canned goods, from the facilities of
Allen Canning Company located at or
near Van Buren, Alma, Springdale,
Siloam Springs, Lowell and Gentry,
AR; Westville, Proctor, -and Kansas,
OK, to. points in the States of IL, IN,
MI, OH ', PA, for 180 days. An underly-
ing ETA seeks 90 days authority. Sup-
porting Shipper(s): Allen Canning
Company, P.O. Box 250, Siloam
Springs, AR 72761. Send protests to:
Tim Quinrn, DS, ICC, 604 Federal
'Building and U.S. Courthouse, 231 W.
Lafayette Blvd., Detroit, II 48226.

MC 59457 (Sub-42TA), filed Febru-
ary 1, 1979. Applicant: SORENSEN
TRANSPORTATION CO., INC., 6 Old
Amity Road, Bethany, Connecticut
06525. Representative: Gerald A. Jose-
loff, 80 State Street, Hartford, Con-
necticut 06103. Printed matter and
products, materials, supplies used in.
the-manufacture, distribution or sale

of printed matter, (a) between Buffalo,
NY on the one 'hand, and, on the
other, Washington, DC, Bethany and
Old Saybrook, CT; (b) from Newark
Airport, Newark, NJ, LaGuardia and
Kennedy Airport, New York, NY; and
Bradley Field, Windsor Locks, CT to
Buffalo, NY; (c) from Gallatin, TN to
Bethany, CT and Edison and North
Bergen, NJ; (d) from Old Saybrook,
CT to Gallatin, TN; and (e) from At-
lanta, GA to Charlotte, NC, for 180
days. Supporting Shipper(s): Time, In-
corporated, Time & Life Building,
Rockefeller Center, New York, NY
10020. Send protests to: J. D. Perry Jr.,
DS, ICC, 135 High Street, Hartford,
CT 06103.

MC 66746 (Sub-22TA), filed Febru-
ary 2,1979. Applicant: SHIPPERS EX-
PRESS, INC., 1651 Kerr Dr., P.O. Box
8308, Jackson, MS 39204. Representa-
tive: Harold D. Miller, Jr., P.O. Box
22567, Jackson, MS 39204. Coinmon
carrier: Regular and Irregular routes:
General commodities (except those of
unusual value, Classes A and B explo-
sives, commodities in bulk, commod-
ities requiring special equipment, and
household goods as defined by the
Commission) (1) between Memphis,
TN and Jackson, MS: From Memphis,
TN over U.S. Hwy 51 and/or 1-55 to
Jackson, MS, and return over the
same route, serving all intermediate
points south of and Including Senato-
bia, MS; and (2) between Memphis,
TN, on the one hand, and on the
other, all points in that part of MS
lying on and south of a line extending
from the AR-MS State line over MS
Hwy 4 to Senatobi, MS, then over
U.S. Hwy 51 and/or 1-55 to Winona,
MS, then over U.S. Hwy 82 to the MS-
AL- State line (except Starkvllle, Co-
lumbus and Macon, MS). NOTE: Ap-
plicant proposes to serve all points
within the' commercial zones of points
located on route (1) and Join route (1)
-at Jackson, MS with existing regular
routes between Jackson, MS and New
Orleans, LA, for 180 days. Supporting
Shipper(s): There are 47 statements in
support attached to this application
which may be examined at the I.C.C.
in Washington, DC or copies of which
may be examined in the field office
named below. Send protests to: Alan
Tarrant, D/S, ICC, Rm. 212, 145 E.
Amite Bldg., Jackson, MS 39201.

MC 73688 (Sub-84TA), filed Febru-
ary 2, 1979. Applicant: SOUTHERN
TRUCKING CORPORATION, P.O.
Box 7195, 1500 Orenda Avenue,'Mem-
phis, TN 38107. Representative:
Robert E. Thte, P.O. Box 517, Ever-
green, AL 36401. (1) Petroleum, petro.
leum products, vehicle body sealer
and/or sound deadener compounds
(except in bulk, in tank vehicles) and
filters, from points in Warren County,
MS to all points in the U.S. (except
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AK and HI); and (2) Petroleum, petro-
leum products, vehicle body sealer
and/or sound deadener compounds,
filters, materials, supplies, and equip-
ment as are used in the manufacture,
sale, and distribution of the commod-
ities named in Part 1 above (except in
bulk, in tank vehicles), from points in
AL, GA, IL, IN, KY, NY, OH, OK, PA,
RI, SC, VA, and WV to points in
Warren County, MS, for 18D days. Re-
stricted in Parts I and II above to ship-
ments originating at or destined to the

'facilities of Quaker State Oil Refining
Corporation located in Warren
County, MS, for 180 days. Supporting
Shipper(s): Quaker State Oil Refining
Corp., P.O. Box 989 Oil City, PA
1630L Send protests to: Floyd A.
Johnson, District Supervisor, Inter-
state Commerce Commission, 100
North Main Building, Suite 2006, 100
North Main Street, Memphis, TN
38103. - -

MC 85970 (Sub-17TA), filed January
4, 1979. Applicant: SARTAIN TRUCK
LINE, INC., 1625 Hornbrook Street,
Dyersburg, TN 38107. Representative:
Mr. William H. Pendleton (same ad-
dress as applicant). Authority sought
to operate as a common carrier by
motor vehicle, over regular routes,
transporting* Lighting Jixtures "and
parts, attachments and accessories for
lighting fixtures as are manufactured,
processed or dealt in by manufacturers
oflightingfixtures and lighting fixture
products, (except commodities in
bulk), between the facilities of the
Miller Company, at or near Martin,
TN on the one hand, and, on the
other, points in the United States, for
180 days. NOTE: Applicant intends to

'tack the authority here applied for
with authority held by it in MC-85970
and subs thereunder. Applicant fur-
ther intends to interline with other
carriers at Memphis, TN; Nashville,
TN; St. Louis, MO; Jackson, TN;
Fulton, KY; Union City, TN; Alamo,
TN; Trenton, TN and Dyersburg, TN.
SUPPORTING SHIPPER(S): The
Miller Light Company, P.O. Box 500,
Martin, TN 38237. SEND PROTESTS
TO: Floyd A. Johnson, DS, ICC, 100
North Main Bldg., Suite 2006, 100
North Main Street, Memphis, TN
38103.

MC 95540 (Sub-1073TA), filed Febru-
ary 2, 1979. Applicant: WATKINS
MOTOR LINES, INC., 1144 West
Griffin Road, P.O. Box 1636, Lake-
land, FL 33802. Representative: Benjy
W. Fincher (same address as appli-
capt). Meats, meat products, meat by-
products and articles distributed-by
meat packinghouses, as described in
Section A of AppendixI to the Report
in Descriptions in Motor Carrier Certi-
ficates 61 MCC 209 and 766 (except
hides and commodities in bulk) from
Huron, SD to points in AU FL, GA.

MS, NC, SC, and TN for 180 days.
Supporting shipper(s): Armour Fresh
Meat Company, 111 W. Clarendon.
Greyhound Tower, Phoenix, AZ 85077.
Send protests to: Donna %L Jones,
Transportation Assistant. Interstate
Commerce Commission, BOp, Monte-
rey Building, Suite 101, 8410 N.W.
53rd Terrace, Miami, FL 33166.

MC 96607 (Sub-15TA), filed Febru-
ary 1, 1979. Applicant: RUCKER
BROTHERS TRUCKING, INC., 1820
Stewart St. E., Tacoma, WA 98421.
Representative: Michael D. Duppenth-
aler, 211 S. Washington St., Seattle,
WA 98104. Lumber lumber products,
plywood, particleboard and laminated
beams, between points in WA, OR, ID
and MT, -for 180 days. Supporting
shipper(s): There are 25 shippers.
Their statements may be examined at
the office listed below and Headquar-
ters. Send protests to: -Shirley M.
Holmes, T/A, ICC, 858 Federal Bldg.,
Seattle, WA 98174.

MC 100666 (Sub-429TA), filed Febru-
ary 2, 1979. Applicant- MELTON
TRUCK LINES, INC., P.O. Box 7666,
Shreveport, LA 71107. Representative:
Wilburn L. Williamson, Suite 615-East,
The Oil Center, 2601 Northwest Ex-
pressway, Oklahoma City, OK 73112.
Lubricating oil and hydraulic fluid
(except in bulk) from the facilities of
Shell Oil Company at or near New Or-
leans, LA to points in OK, N=, *nd
TX, for 180 days. Applicant has filed
an underlying ETA for 90 days operat-
ing authority. Supporting-shipper(s):
John Deere Company, Dallas Branch,
P.O. Box 20598, Dallas, TX. Send pro-
tests to: Connie A. Guilory, ICC, T-
9038 Federal Bldg., 701 Loyola Ave.,
New Orleans, LA 70113.

MC 102567 (Sub-217TA), Applicant:
McNAIR TRANSPORT,' INC., 4295
Meadow Lane-P.O. Drawer 5357, Bos-
sier City, LA 7111L Representative:
Joe C. Day, 13403 N.W. Fwy., Suite
130, Houston TX 77040. Ethyl chloride
and methyl chloride, in bulk, in tank
vehicleg from Baton Rouge, LA to
points and places in the States of CA,
CO. CT, GA, IL, KY, MD, MI, NJ, NC,
OH, PA, TN, WV, TX, and WI. for 180
days. Applicant has filed an underly-
ing ETA seeking up to 90 days. Sup-
porting shipper(s): Ethyl Corporation,
451 Florida Blvd., Baton Rouge, LA
70801. Send protests to: Connie A.
Guillory, I.C.C., T-9038 Federal Bldg..
701 Loyola Ave., New Orleans. LA
70113.

MC 103798 (Sub-28TA), filed Janu-
ary 2, 1979. Applicant, MARTEN
TRANSPORT. LTD., Route 3, Mon!
dovi, WI 54755. Representative:
Robert S. Lee, 1000 First National
Bank Bldg., Minneapolis, MN 55402.
(1) Feed; (2) feed ingredients; (3) com-

-modities used in the manufacture of
breads; (4) dessert preparations; and

(5) agricultural commodities which
are exempt from regulation under Sec-
tion 203(b)(6) of the Interstate Com-
merce Act when moving at the same
time and in the same vehicle with (D.
(2), (3), and (4) above, from Appleton,
Plover and Rothschild, WI., to points
in AZ, CA, CO. ID, MO. MT. NV, NM,
OR, UT, WA and WY., for 180 days.
SUPPORTING SHIPPER(S): Fore-
most Foods Company, Industrial
Foods Division, One Post Street, San
Francisco, CA 94104. SEND PRO-
TESTS TO: Delores A. Poe Transp.
Asst., ICC, 414 Federal Building &
U.S. Court House, 110 South 4th
Street, Minneapolis, MN 5540L

MC 106401 (Sub-61TA), filed Janu-
ary 4, 1978. Applicant: JOHNSON
MOTOR LINES, . INC. P.O. Box
31577, Charlotte NC 28231- Repre-
sentative: Roger W. Rash, P.O. Box
31577, Charlotte, NC 28231. (1)
Canned goods, from the facilities
owned or utilized by Campbell Soup
Co., at or near Maxton, NC, to points
in AL, FL GA, NC. SC, TN VA, and
the District of Columbia; and (2) Hate-
rials, supplies and equipment, (except
In bulk), used in the manufacturing
and distribution of canned goods from
points in AT% FL, GA, NC, SC, TN, VA,
and the District of Columbia, to the
facilities owned or utilized by Camp-
bell Soup Co., at or near Maxton, NC,
for 180 days. An underlying ETA seeks
90 days authority. SUPPORTING
SHIPPER(S): Campbell Soup -Compa-
ny, Maxton, NC. 28364. SEND PRO-
TESTS TO: Terrell Price DS, 800
Briar Creek Road. Room CC516, Mart^
Office Building, Charlotte. NC 28205.

MC 107002 (Sub-542TA), filed Janu-
ary 31, 1979. - Applicant: MILLER
TRANSPORTERS, INC. P.O. Box
1123, Jackson, MS 39205. Representa-
tive: John J. Bortli (same as appli-
cant). Dry synthetic plastim in bulk,
in tank vehicles, from Memphis, TN,
to Ft. Smith, AR, for 180 days. An un-
derlying ETA seeks 90 days authority.
Supporting Shipper(s): Transbulk.
Inc., Suite 407, 4646 Poplar St.- Mem-
phis, TN 38117. Send protests to: Alan
Tarrant, D/S, ICC, Rm. 21 145 E.
Amite Bldg., Jackson, MS 3920L

MC 107515 (Sub-1203TA), filed Feb-
ruafy 1, 1979. Applicant: REFRIGER-
ATED TRANSPORT CO., INC. P.O.
Box 308, Forest Park, Georgia 30050.
Representative: Alan E. Serby, Fifth
Floor, Lenox Towers, South, 3390
Peachtree Road, N.K. Atlanta, Gepr-
gla 30326. Frozen inedible meat, meat
products and meat by-producft (except
commodities in bulk), from facilities
of Lee Dog Food Co. at or near La
Grange, KY to Alabaster, ALc Ocala
and Tampa, FL; Muscatine, IA;
Topeka, KS, Woburn, MA; St. Louis
and St. Joseph, MO; Crete, NE; Co-
lumbus & Sebring, OH; and Allen-
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town, PA, and points in their respec-
tive commercial zones, for 180 days.
An underlying ETA seeks 90 days au-
thority. Supporting - Shipper(s): Lee
Dog Food Co., P.O. Box 205, La
Grange, KY 40031. Send protests to:
Sara K. Davis, T/A, ICC, 1252 W.
Peachtree St., NW, Room 300, Atlanta,
Georgla 30309.

MC 107515 (Sub-1204TA), filed Feb-
ruary 1, 1979. Applicant: REFRIGER-
ATED TRANSPORT CO., INC., P.O.
Box 308, Forest Park, Georgia 30050.
Representative: Alan E. Serby, Fifth
Floor, Lenox Towers, South, 3390
Peachtree Road, N.E., Atlanta, Geor-
gia 30326. Such commodities as are
dealt in by drugstores, groce., and
food business houses (except commod-
ities in bulk), from the 'facilities of
Warner-Lambert Company and its di-
visions and subsidiaries at or near
Rockford, IL, to the facilities of
Warner-Lambert Company and its di-
visions and subsidiaries at Morrow,
GA, for 180 days. An underlying ETA,
seeks 9&f days authority. Supporting
shipper(s): Warner-Lambert Company,
201 Tabor Road, Moiris Plaines, NJ
07950. Send protests to: Sara K. Davis,
T/A, ICQ, 1252 West Peachtree St.,
NW, Room 300, Atlanta, Georgia
3009.

MC 107743 (Sub-53TA), filed Novem-
ber 21, 1978, and published in the FR
issue of January 10, 1979, and repub-
lished as corrected this issue. Appli-
cant: SYSTEM TRANSPORT, INC.,
E. 11707 Montgomery, P.O. Box 3456
TA, Spokane, WA 99220. Representa-
tive: James W. Hightower, '136
Wynnewood Professional Bldg.,
Dallas, TX 75224. Drilling mud, clay,
gilsonite and lignite, (except in bulk),
from MT, ND, SD, NV, WY, to TX,
OK, OR, WS, ID, CA, IL, IN, MO, PA,
OH, WI, MI, and IA, for 180 days. Sup-
porting shipper(s): Dresser Industries,
Inc., P.O. Box 6504, Houston, TX.
Send protests to: Hugh H. Chaffee DS,
ICC, 858 Federal Bldg., Seattle, WA
98174. The purpose of this republica-
tion is to correct the proper authority.
sought.

MC 110144 (Su1b-20TA), filed Decem-
ber 26, 1978. Applicant: JACK C.
ROBINSON, .d/b/a ROBINSON
FREIGHT LINES, 3600 Raper Mill
Road, P.O. Box 10234, Knoxville, TN
37921. Representative: Warren A.
Goff, 2008 Clark Tower, Memphis, TN
38137. General commodities, (except
Classes A and B explosives, household
goods) as defined by the Interstate
Commerce Commission, commodities
in bulk, and articles which require spe-
cial equipment. (a) Between Knoxville
and Bristol, TN via U.S. Hwy. 11-W,
serving all intermediate ppints be-
tween Surgionsville and Bristol, in-
cluding Surgoinsville and Kingsport;
(b) Between Knoxville and Bristol,
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TN, via U.S. Hwy. 11-E, serving all in-
termediate points between Johnson
City and Bristol, including Johnson
City and Bristol; (c) Between Knox-
ville and Bristol, TN, via Interstafe
Hwy. 81; (d) Between Kingsport and
Erwin, TN, via U.S. Hwy. 23 serving all
intermediate points; (e) Between Eliza-
-bethton and Bristol, TN, via U.S. Hwy.
19-E and U.S. Hwy 19, serving all in-
termediate points; (f) Between Eliza-
bethton and Johnson City, TN, via
U.S. Hwy. 321, serving all intermediate
points; (G) Between Bristol and Kings-
port, TN, via TN Hwy. 126, serving all
intermediate points; (h) Between
Blountville, TN and the intersection of
U.S. Hwy. 23 and TN Hwy. 75, via TN
Hwy. 75, serving all internedlate
points; (i) Between Blountville and
Bluff City, TN, via TN Hwy. 37, serv-
ing all intermediate- points; (j) Be-
tween Chattanooga and Knoxville, TN
over U.S. Hwy. 11 and Interstate-Hwy.
75, serving no intermediate points; (k)
Between Knoxville and Memphis, TN
over Interstate Hwy. 40, serving -the
intermediate point of Nashville, TN,
restricted against the handling of traf-
fic originating at, destined to or inter-
lined at Memphis, TN. NoTE.-Appli-
cant desires to tack his Sub 7 authori-
ty at Chattanooga in order to perform
a through service to Memphis, TX; to
tack his Sub 9 and Sub 15 authority in
order to reach the applied for routes
at Knoxville from points authorized in
Roane, Loudon and Blount counties
therein, to tack Sub 14 at Chattanooga
to perform through services to and
from points in Polk County, TN; and
to tack his Sub 19 authority at Knox-
ville in order to serve points on his
route to Sneedville, TN. Applicant de-
sires to interline with other carriers at
all gatewayg for 180 dayi. An underly-
ing ETA seeks 90 days authority. Sup-
porting shipper(s): There are approxi-
mately (48) statements of support at-
tached to this application which may
be examined at the Interstate Com-
merce Commission in Washington,
D.C., or copies thereof which may be
examined at the field office named
below. Send protests to: Glenda Kuss
Transp. Asst., ICC, Suite A-422-U.S.
Court House, 801 Broadway, Nashville,
TN 37203.

MC 110420-(Sub-797TA), filed Feb-
ruary -6, 1979. Applicant: QUALITY
CARRIERS, INC., P.O. Box 186,
Pleasant Prairie, WI 53158. Repre-
sentative: John R. Sims, Jr., 915 Penn-
sylvania Bldg., 425-13th St. NW.,
Washington, DC 20004. Liquid choco-
late products, in bulk, in tank vehicles,
from the facilities of M & M Mars, a
division of Mars, Inc. at or near Chica-
go, IL, Elizabethtown, PA and Waco,
TX to the facilities of M & M Mars, a
division of Mars, Inc. at or near Cleve-
land, TN, for 180 days. An underlying
ETA seeks 90 days authority. Support-

Ing Shipper(s): M & M Mars, DIV. of
Mars,,Ine., High St., Hackettstown, NJ
07840. Send protests to: Gail Daugh-
erty, Transportation Asst., Interstate
Commerce Commission, Bureau of Op-
erations, U.S. Federal Building &
Courthouse, 517 East Wisconsin
Avenue, 'Room 619, Milwaukee, Wis-
consin 53202.

MC 110988 (Sub-380TA), filed Feb-
ruary 6, 1979. Applicant: SCHNEIDER
TANK LINES, INC., 4321 W. College
Ave., Appleton, WI 54911. Representa-
tive: John R. Patterson, 2480 E. Com-
mercial Blvd., Ft. Lauderdale, FL
33308. Chemicals, acids, and cleaning
compounds from Minneapolis-St. Paul,
MN to points in IA, MN, ND, SD, &,
WI, for 180 days. An underlying ETA
seeks 90 days authority. Supporting
Shipper(s): Klenzade Products, Div. of
Economics Lab., Inc., Osborn Bldg., St.
Paul, MN 55102. Send protests to: Gall
Daugherty, Transportation Asst., In-
terstate Commerce Commission,
Bureau of Operations, U.S. Federal
Building & Courthouse, 517 East Wis-
consin Avenue, Ro6m 619, Milwaukee,
Wisconsin 53202.

MC 113325 (Sub-156TA), filed Feb-
ruary 1, 1979. Applicant: SLAY
TRANSPORTATION COMPANY,
INC., 2001 S. Seventh St., St. Louis,
MO. 63104. Representative: T. M.
Tahan (same). Sweeteners, in bulk,
from the facilities of Industrial
Sugars, Inc. at or near St. Louis, )MO
to all points in KY, TN, AR, IA, OH,
IN, KS, IL and MO, for 180 days. Sup-
porting Shipper(s): Industrial Sugars,
180 E. Broad St., Columbus, OH 43215.
Send protests to: P. E. Binder, ADS,
ICC, Rm 1465, 210 N. 12th St., St.
Louis, MO 63101.

MC 113666 (Sub-148TA), filed Feb-
ruary 1,, 1979. Applicant: FREEPORT
TRANSPORT, INC., 1200 Butler
Road, Freeport, PA 16229, Representa-
tive: Daniel R. Smetanick (same as ap-
plicant), Zinc, zinc oxide, zinc dust,
lead sheet, metallic cadmium, zinc
dross, zinc residue, zinc skimmings,
and materials, equipment and supplies
used in the production of zinc and
zinc oxide, between Josephtown, PA,
on the one hand, and, on the other,
points in the United States (except
AK and HI) for 180 days. An underly-
ing ETA seeks 90 days authority. Sup.
porting Shipper(s): St. Joe Zinc Com-
pany, Two Oliver Plaza, Pittsburgh,
PA 15222. Send protests to: John J.
England, District Supervisor, Inter-
state Commerce Commission, 2111
Federal Building, 1000 Liberty
Avenue, Pittsburgh, PA,15222.

MC 114194 (Sub-211TA), filed Febru-
ary 5, 1979. Applicant: KREIDER
TRUCK SERVICE, INC., 8003 Collins-
ville Road, East St. Louis, Illinois
62201. Representative: Donald D.
Metzler (same as above). Bulk soybean
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meal, from Lafayette, IN, to the States
of Michigan, New York, Ohio, and
Pennsylvania, for 180 days. Support-
ing shipper(s): Ralston Purina Compa-
ny, Checkerboard Square, St.. Louis,
MO. 63188. Send protests to: Charles
D. Little, District Supervisor, Inter-
state Commerce Commission, 414
Leland Office Building, 527 East Cap-
itol Avenue, Springfield, Illinois 62701.

MC 114890 (Sub-87TA), filed Febru-
ary 6.1979. Applicant: COMMERCIAL
CARTAGE CO., 343 Axminister Dr.,
Fenton, MO 63026. Representative:
David A. Cherry, P.O. Box 1540,
Edmond, OK 73034. Printing ink and
pfrinting ink ingredients, in bulk, in
tank vehicles, from St. Louis, MO to
points in AR, DE, IL, IN, KS, KY, MI,
MN, NY, O, PA, TN, VA and WI, for
180 days. An underlying ETA seeks 90
days authority. Supporting shipper(s):
Crown Zelierbach Corp., 4150 Carr
Lane-Ct., Shrewsbury, MO 631f9. Send
protests to: P. E. Binder, ADS, ICC,
Rm 1465, 210 N. 12th St., St. Louis,
MO 63101.

MC 115162 (Sub-455TA), filed Febru-
ary 2, 1979. Applicant: POOLE
TRUCK LINE, INC., P.O. Box
(Drawer) 500, Evergreen, AL 36401.
Representative: Robert E.Tate, (same
address as applicant).- (1) Zinc oxide,
zinc dust, zinc slabs and zinc dross
(except commodities in bulk in tank
vehicles) from the facilities of St. Joe
Zinc Company, at Josephtown, Potter
Township, Beaver County, PA, to
points in GA, FL, A. MS. LA, TX and
TN; -and (2) materials and supplies
used in the manufacture, installation

"and distribution of zinc oxide, zinc
dust zinc slabs and zinc dross (except
commodities in bulk in tank vehicles),
from points in GA, FL, AL, MS, LA,
TX, and TN, to the facilities of St. Joe
Zinc Company, at Josephtown, Potter
Township, Beaver County, PA, for 180
days. Supporting shipper(s): St. Joe
Zinc Company, Two Oliver Plaza,
Pittsburgh, PA 15222. Send protests
to: Mabel E. Holston, Transportation
Asst., Bureau of Operation, ICC,
Room 1616-2121 Building, Birming-
ham, AL 35203.

MC 115331 (Sub-483TA), filed Janu-
ary 29, 1979. Applicant TRUCK
TRANSPORT, INCORPORATED, 29
Clayton HI Lane, St. Louis, MO
63131. Representative: Steve Vogt,
11040 Manchester Rd., St. Louis, MO
63122. Borate rock, crushed, in bulk in
tank vehicles, from King's Creek, SC
to Jackson, TN, for 180 days. An un-
derlying ETA seeks 90 days authority.
Supporting shipper(s): Owens-Corning
Fiberglas Corp., Fiberglas Tower,
Toledo, OH 43659. Send protests to:
P.E. Binder, ADS, ICC, Rm 1465, 210
N. 12th St., St. Louis, MO 63102.

MC 115331 (Sub-484TA), filed Febru-
ary 6, 1979. Applicant TRUCK
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TRANSPORT. INCORPORATED. 29
Clayton Hills Lu, St. Louis, MO 63131.
Representative: J. R. Ferris, 11040
Manchester Road. St. Louis, MO
63122. (1) Beverages, carbonated or
phosphated, non-alcoholic, In contain-
ers, from the facilities of Taylor Bev-
erages at or near Hazelwood, MO; and
(2) Materials and supplies used or
useful in the production, distribution
and sales of the commodities in (1)
above (except in bulk), from Chicago,
Kankakee, Plainfield and Streator, IL;
Marlon, LaPorte, Indianapolis, Dun-
kirk and Gas City, IN; Atlanta, GA:
Kansas City, KS; Jackson. Columbus
and Mineral Wells, MS; Columbus and
Mt. Vernon, OH; Tulsa and Muskogee,
OK and Memphis, TN to the facilities
of Taylor Beverages at or near Hazel-
wood, MO, for 180 days. An underlying
ETA seeks 90 days authority. Support-
ing Shipper(s): Taylor Beverages, Inc.,
555 Brown Rd., Hazelwood, MO 63042.
Send protests to: P. E. BINDER, DS,
ICC, Rm. 1465, 210 N. 12th St., St.
Louis, MO 6310L

MC'115496 (Sub-113TA), fliedFebru-
ary 1, 1979. Applicant LU BER
TRANSPORT, INC., P.O. Box 11,
Cochran, Georgia 31014. Representa-
tive: Virgil H. Smith, Suite 12, 1587
Phoenix Blvd., Atlanta, Georgia 30349.
Expanded Urethane Panels and E-
panded Plastic Materials from Dallas,
TX and Greer, SC to points in the
United States in and East of TX, AR,
MO, IL, and WI, for 180 days. An un-
derlying ETA seeks 90 day authority.
Supporting Shipper(s): Rmax, Inc.,
13524 Welch Road, Dallas, Texas
75340. Send protests to: Sara K. Davis,
T/A, Interstate Commerce Commis-
sion, 1252 W. Peachtree Street, N.W.,
Room 300, Atlanta, Georgia 30030.

MC 115651 (Sub-54TA). filed Janu-
ary 8i 1979. Applicant: .ANEY
TRANSPORTATION, INC., 7222 Cun-
iiingham Road, Rockford, IL 61102.
Representative: Robert D. Higgins
(same address as applicant). Sand in
bulk from LaSalle County, IL and
Berien County, Ml, to AL, AR, CT,
DE, F, GA. IL, IN, IA, KS, KY, LA,
ME, MD, MA, MI, MN,. MS. MO, NE,
NH, NJ, NY, NC, ND, OH, OK, PA,
RI, SC, SD, TN, TX, VT, VA, WV. and
WI, for 180 days. Supporting
shipper(s): J. J. Stefanec, Traffic Man-
ager, Manley Bros., P.O. Box 538,
Chesterton, IN 46304. Send protests
to: Lois M. Stahl, Transp. Asst., ICC,
219 S. Dearborn Street, Room 1386,
Chicago, IL 60604.

MC 115826 (Sub-387TA), filed Febru-
ary 1, 1979. Applicant: W. J. DIGBY,
INC., 6015 East 58th Ave., Commerce
City, CO 80022. Representative:
Howard Gore (same address as above).
Carpet and carpet padding, from Los
Angeles, CA to points In OR, WA and
AZ, for 180 days. Supporting
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Shipper(s): General Felt Industries,
Inc., Park 80 Plaza West-One, Saddle
Brook, NJ 07662. Send protests to: Dis-
trict Supervisor Herbert C. Ruoff, 492
U.S- Customs House, 721 19th Street,
Denver, CO 80202.

MC 115826 (Sub-388TA), filed Febru-
ary 1, 1979. Applicant: W. J. DIGBY,
INC., 6015 East 58th Avenue, Com-
merce City, CO 80022. Representative:
Howard Gore (same address as above).
Meat, from Omaha, NE to points in
CA, for 180 days. Underlying ETA
seeks 90 days authority. Supporting
Shipper(s): Armour Foods Co., Grey-
hound Towers, Phoenix, AZ 850717.
Send protests to: District Supervisor
Herbert C. RuoffL 492 US. Customs
House, 721 19th Street, Denver, Co
80202.

MC 115826 (Sub-389TA), filed Febru-
ary 1, 1979. Applicant: W. J. DIGBY,
INC., 6015 East 58th Avenue, Com-
merce City, CO 80022. Representative:
Howard Gore (same address as above).
Meat and pac inghouse products,
from facilities of Wilson Foods Corp,
near Cedar Rapids, Cherokee and Des
Moines, IA to points In ,CO. for 180
days. RESTRICTED to transportation
originating at the above named origins
and destined to named destinations.
Supporting Shipper(s): Wilson Foods
Corporation, 4545 Lincoln Blvd., Okla-
homa City, OK: 73105. Send protests
to: District Supervisor Herbert C.
Ruoff, 492 US. Customs House, 721
19th Street, Denver, CO 80202.

MC 115841 (Sub-674TA), filed Febru-
ary 1. 1979. Applicant: COLONIAL
REFRIGERATED TRANSPORTA-
TION, INC., 9041 Executive Park
Drive, Suite 110, Bldg. 100, KnoxvIlle,
TN 37919. Representative: D. R.
Beeler (same address as applicant).
Margarine, shortening, iralad oils,
bacon bits, powdered mi k, and butter,
from Fort Worth, TX to points in AL,
AR, FL, GA, LA, and MS, for 180 days
An underlying ETA seeks 90 days au-
thority. Supporting Shipper(s): Collier
Industries, Div. of Wilsey Foods, In.,
915 East 9th St., Ft. Worth, TX 76102.
Send protests to: Glenda Kuss, TA,
ICC, Suite A-422. US. Court House,
801 Broadway, Nashville, TN 37203.

MC 115931 (Sub-8OTA), filed Febru-
ary 1, 1979. Applicant: BEE LINE
TRANSPORTATION, INC., P.O. Box
3987, Missoula, MT 59806. Representa-
tive: William Grimshaw (same address
as applicant). Pre-cut and knocked
dom log homes and hardware and ac-
cessories used in the erection thereof
from Ravafli County, MT to points in
the U.S. including AEK but excluding
MT and HI, for 180 days. An underly-
ing ETA seeks 90 days authority. Sup-
porting Shipper(s): Alpine Log Homes,
Inc, Box 85, Victor, MT 59875. Send
protests to: Paul J. Labane, DIS, ICC,
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2602 First Avenue North, Billings, MT
59101.

MC 116254 (Sub-249TA), filed Febru-
ary 2, 1979. Alplicant: CHEM-HAUL-
ERS, INC., 118 East Mobile Plaza,
Florence, AL 35630. Representative:
Randy C. Luffman (same address as
applicant). Chemicals, in bulk, from
Marengo County, AL, to points in AL,
GA, FL, MI, TN, AR, SC, NC, TX, LA,
VA, NY, WI, MI, OK, OH, MO, IN, IL,
PA, MN, IA, KY-, WV and MS, for 180
days. Supporting shipper(s): Borden
Chemical, division of Borden, Inc., 180
East Broad Street, Columbus, OH
43215. Send protests to: Mabel E. Hol-
ston, Transportation Asst., Bureauof
Operation, ICC, Room 1616..2121
Building, Birmingham, AL 35203.

MC 116474 (Sub-42TA), filed Febru-
ary 1, 1979. Applicant: LEAVITTS
FREIGHT SERVICE, INC., 3855 Mar-
cola Road, Springfield, OR 97477. Rep-
resentative: David C. White, 2400 S.W.
Fourth Avenue, Portland, OR 97201.
Contract 'carrier-irregular routes;
Treated poles from points in Washing-
ton and Yamhill Counties, OR to
points in CA and NV, under contract
with North Pacific Lumber Company,
for 180 days. An underlying ETA seeks
90 days authority. Supporting
shipper(s): North - Pacific Lumber
Company, P.O. Box 3915, Portland,
OR 97208. Send protests to: A. E.
Odoms, DS, ICC, 114 Pioneer Court-'
house, Portland, OR 97204.

MC 117820 (Sub-27TA), filed Febru-
ary 2, 1979. Applicant: AURELIA
TRUCKING CO., 2121 Petit St., Port
Huron, MI 48060. Representative:
Robert D. Schuler, 100 West Long
Lake Rd., Suite 102, Bloomfield Hills,
MI 48013. Candy and confectionary
items, dessert preparations, N.O.I.,
gumball machines and stands,-and re-
lated advertising and promotional "ma-
teria4 (except in bulk), in vehicles
equipped with mechanical refrigera-
tion, from the facilities of Leaf Con-
fectionary, Inc. in Chicago, IL to
points in DE, DC, CT, MA, MD, MI,
NJ, NY, OH, PA, RL VA. and WV. Re-
stricted to traffic originating at the
named origin and destined to the
named destinations, for 180 days. Sup-
porting shipper(s): LeaL Confection-
ary, Inc., 1155 N. Cicero; Chicago, IL-
60651. Send protests to: Tim Quinn,
DS, ICC, 604 Federal Building and
U.S. Courthouse, 231 W. Lafayette
Blvd,. Detroit, MI 48226.•

MC 117820 (Sub-28TA), filed Febru-
ary 2, 1979. Applicant: AURELIA.
TRUCKING CO., 2121 Petit St., Port,

-Huron, MI, 48060. Representative:
Robert D. Schuler, 100 West Long
Lake Rd., Suite 102, Bloomfield Hills,
MI 48013. Fruit juices, (except in
bulk), from the facilities of Orchard
Grove Company at or near Lansing,
MI to points in the Chicago, IL coin-
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mercial zone,.restricted to traffic origi-
nating at the named origin and des-
tined to the named destination, for
180 days. An underlying ETA seeks 90
days authority. Supporting shipper(s):
Orchard Grove Company, 2701 East
Michigan Ave., Lansing, MI 48912.
Send protests to: Tim Quinn, DS, ICC,
604 Federal Building and U.S. Court-
house, 231 W. Lafayette Blvd., Detroit,
MI 48226.

MC 117883 (Sub-239TA), filed Febru-
ary 5, 1979. Applicant: SUBLER
TRANSFER, INC., 1 Vista Drive, P.O.
Box 62, Versailles; OH 45380. Repre-
sentative: Nel E. Hannan, (same as ap-
plicant). Foodstuffs,- except in bulk,
from the facilities of Duffy-Mott Co.,
Inc., at Hamlin, Holley and William-
son, NY, to all points in the states of
IL, IN, IA, KS, KY, MI, MN, MO, NE,
OH and WI, for 180 days. Supporting
Shipper(s): Duffy-Mott Co., Inc.,
Frank Bozio, General Traffic Man-.
ager, 370 Lexington Ave, New York,
NY 10017. Send protests to: Paul J.
Lowry, DS, ICC, 5514-B Federal Build-
ing, 550 Main St., Cincinnati, OH
45202.

MC .118806 (Sub-67TA), filed Decem-
ber 26, 1978. Applicant: ARNOLD
BROS. TRANSPORT, LTD., 851 Lagi-
modiere Blvd., Winnipeg, Manitoba,
Canada R2J 3K4. Representative: Ber-
nard' J. Kempare, 10 South LaSalle
Street, Suite 1600, Chicago, IL 60603.
Such commodities as are dealt in, or
used by, agricultural equipment, in-
dustrial equipment and lawn and lei-
sure product dealers (except commod-
ities in bulk), between the facilities of
Deere & Company located in IL, WI
and IA, on the one hand, and, on the
other, ports of entry on the Interna-
tional Boundary Line between the
United States and Canada located in
MI, NY, VT, NH, and ME. Restriction:
(1) The Transportation authorizdd
herein is restricted to foreign com-
-merce. (2) The transportation author-
ized herein is restricted to traffic origi-
nating at or destined to the facilities
and/or dealers of John Deere Limited
in the Provinces of Quebec, Prince
Edward Island, Nova. Scotia, New
Brunswick and Newfoundland,
Canada, for 180 days. An underlying.
ETA seeks 90 days authority. Support-
ing shipper(s): Deere .& Company,
John, Deere Road, Moline, IL 61265.
Send protests to: Ronald-R. Mau DS,
ICC, Room 268 Federal Building and
U.S. Post Office, 657 2nd Avenue
North. Fargo, ND 58102.

MC 119399 (Sub-91TA), filed Febru-
ary 2, 1979. Applicant: CONTRACT
FREIGHTERS, INC., P.O. Box 1375,
Joplin, MO 64801. Representative:
Wilburn L. Williamson, 2601 North-
west Expressway, Oklahoma City, OK
73112. Cheese, from points in MN and
WI to the facilities of L. D. Schreiber

Cheese Co., Inc., in Barry,; Jasper,
Lawrence and Newton Counties, MO
for 180 days. Supporting Shipper(s): L.
D. Schreiber Cheese Co., Green Bay,
WI 54305. Send protests to: DS John
V. Barry, ICC, 600 Federal Bldg., 911
Walnut, Kansas City, MO 64106.

MC 119493 (Sub-254TA), filed Janu-
ary 5, 1978. Applicant: MONKEM
COMPANY, INC., P.O. Box 1196,
Joplin, MO 64801. Representative:
Thomas D. Boone (same address as ap-
plicant). (1) Petroleum, petroleum
products, vehicle body sealei- and/or
sound deadener compounds, (except In
bulk, in tank vehicles), and filters;
from points in Warren County, MS., to
points in and east of ND, SD, NE, CO,
OK, and TX, except those in ME, MA,
NH, VT, RI, and CT; (2) Petroleum, pe-
troleum products, vehicle body sealer
and/or sound deadener compounds,
filters materials, supplies and equip-
ment as are used in the manufacture,
sale, and distribution of the commod-
ities named in Part I, above, (except In
bulk, in tank vehilcles), From points In
AL, GA, IL, IN, KY, NY, OK, PA, RI,
SC, VA, and WV., to points in Warren
County, MS., restricted in parts I and
II to shipments originating at or des-
tined to facilities of Quaker State Oil
Refining Corp., located, in Warren
County, MS, for 180 days. An underly-
ing ETA seeks 90 days authority. Sup-
porting shipper(s): Quaker State Oil
Refining Corporation, Oil City, PA
16301. Send protests to: John V. Barry
DS, Room 600, 911 Walnut, Kansas
City, MO 64106.

MC 119767 (Sub-347TA), filed Janu-
ary 3, 1979: Applicant: BEAVER
TRANSPORT CO., P.O. Box 186,
Pleasant Prairie, WI 53158. Repre-
sentative: Michael V. Kaney (same ad-
dress as applicant). Animal and vege-
table oils, animal and vegetable oil
products, and food seasoning or curing
compounds, (except in bulk, In tank
vehicles), from Chicago, IL, Louisville,
KY and points in Will Co., IL to IL,
IN, IA, KY, MI, MN, MO, OH, and WI
for 180 days. An underlying ETA seeks
90 days authority. Supporting
shipper(s): SCM Corporation, 900
Union Commerce Bldg., Cleveland, OH
44115. Send protests to: Gail Daugh-
erty Transp. Asst., ICC, U.S. Federal
Building & Courthouse, 517 East Wis-
consin Avenue, Room 619, Milwaukee,
WI 53202.

MC 119912 (Sub-2TA), filed Febru-
ary 6, 1979. Applicant: SUNRISE
TRANSPORTATION, INC., 9850 East
Highway 120, Manteca, CA 95336.
Representative* Thomas M. Loughran,
100 Bush Street. 21st Floor, San Fran-
cisco, CA 94104. Lime, in bulk, in tank
or hopper type vehicles, from -Arrow-
lime, NV and Nelson, AZ to points in
CA in or north of San Luis Obispo,
Kern and Inyo Counties, for 180 days.

FEDERAL REGISTER, VOL 44, NO. 48-FRIDAY, MARCH 9, 1979



NOTICES

An underlying ETA seeks 90 days au-
thority. Supporting shipper(s): Cen-
tral Contra Costa Sanitary District,
POB 526-Walnut Creek, CA 94596
and The Flintkote Lime Products Co.
A Div. of The Flintkote Company 4700
Ramona Boulevard, Monterey Park,
CA 91754. Send protests to: District
Supervisor A. J. Rodriguez, 211 Main
Street, Suite 500, San Francisco, CA
94105.

MC 120098 (Sub-32TA), filed Decem-
ber 29, 1978. Applicant: UINTAH
FREIGHTWAYS, 1030 South Red-
wood Road, Salt Lake City, UT 84104.
Representative: Robert I. Bloomquist,
1030 South Redwood Road, Salt Lake
City, UT 84104. Authority sought to
operate as a common carrier, by motor
vehicle, over regular routes, transport-
ing: General commodities, except com-
modities of unusual value, household
goods as defined by the Commission,
commodities in bulk, and those requir-
ing special equipment and classes A
and B explosives, Between Vernal, UT,
and Denver, CO; from Vernal, UT,
over U.S. Highway 40 to Denver, CO,
and return, serving all intermediate
points between Vernal, UT, and Craig,
CO; Between Baggs, WY, and Denver,
CO: from Baggs, WY, over Wyoming
Highway 789 to junction 1-80, then
over 1-80 to Cheyenne, WY, then over
1-25 to Denver, CO, and return over
the same route. Between Price, UT,
and Denver, CO; from Price, UT, over
U.S. Highway 50/6 to Grand Junction,
CO, then over U.S. Highway 6 (1-70)
to Denver, CO, and return over the
same route. Applicant requests author-
ity to interline at Denver, Grand Junc-
tion, and Craig, CO, and to tack with
its present authority at Vernal and
Price, UT, and Baggs, WY, and au-
thority to serve the commercial zones
of all authorized service points, for 180
days. SUPPORTING SHIPPER(S):
There are approximately (36) state-
ments of support attached to this ap-
plication which may be examined at
the Interstate Commerce Commission
in Washington, D.C., or copies thereof
which may be examined at the field
office named below. SEND PRO-
TESTS TO: L. D. Heifer DS, ICC, 5301
Federal Building, Salt Lake City, UT
84138.

MC.121626 (Sub-10TA), filed Febru-
ary 1, 1979. Applicant: BAYVIEW
TRUCKING, INC., 7080 Florin-Per-
kifis Road, Sacramento, CA 95828.
Representative: Ann M. Pougiales, 100
Bush Street, 21st Floor, San Francis-
co, CA 94104. Inedible meats, meat
products; and meat by-products from
the facilities of Consolidated Pet
Foods, Inc., at or near Amarillo, TX to
the facilities of Kal Kan Foods, Inc.,
at or near Vernon, CA, for 180 days.
An underlying ETA seeks 90 days au-
thority. Supporting Shipper(s): Kal

Kan Foods, Inc., 3386 E. 44th Street,
Vernon, CA 90058. Send protests to:
District Supervisor A. J. Rodriguez,
211 Main Street, Suite 500, San Fran-
cisco, CA 94105.

MC 136501 (Sub-5TA), filed Decem-
ber 28, 1978. Applicant: CARDOSI
CONTRACT REFRIGERATED EX-
PRESS, INC., 5885 Jetway Street, Ar-
lington, TN 38002. Representative: Mr.
Thomas A. Stroud, 2008 Clark Tower,
5100 Poplar Avenue, Memphis, TN
38137. Authority sought to operate as
a contract carrier, by niotor vehicle,
over Irregular routes, transporting:
Merchandise as Is dealt in by whole-
sale, retail and chain grocery and food
business houses, and in connection
therewith, equipment, materials and
supplies used in the conduct of such
businesses, (excluding commodities in
bulk), between the facilities of the
Kroeger Co., at or near Cincinnati,
Springdale, Woodlawn, Blue Ash, Co-
lumbus, and Whitehall, OH, on the
one hand, and, on the other, points in
the states of OH, IN, IL, MO, AR, TX,
TN, KY, GA, VA, WV, MI, PA, and
FL, under a continuing contract or
contracts, with the Hroeger Co., re-
stricted to operations conducted in ve-
hicles equipped with mechanical re-
frigeration, for 180 days. An underly-
ing ETA seeks 30 days authority. SUP-
PORTING SHIPPER(S): The Kroeger
Co., 1014 Vine Street, Cincinnati, OH
45201. SEND PROTESTS TO: Mr.
Floyd A. Johnson DS, ICC, 100 North
Main Building, Suite 2006, 100 North
Main Street, Memphis, TN 38103.

MC 140134 (Sub-IlTA), filed Janu-
ary 3, 1979. Applicant: CALDARULO
TRADING CO., 2840 South Ashland
Avenue, Chicago, IL 60608. Repre-
sentative: Richard A. Kerwin, 180
North LaSalle Street, Chicago, IL
60601. Authority sought to operate as
a contract carrier, by motor vehicle,
over irregular routes, transporting:
Foodstuffs, (except In bulk), from the
facilities of Sanna Division, Beatrice
Foods Co., located at or near Meno-
monie, Vesper, Cameron, Eau Claire
and Wisconsin Rapids, WL, to points
in AZ, CA, CO, ID, MT, NV, NM, ND,
OR, SD, UT, WA and WY., restricted
to the transportation of traffic origi-
nating at the named origins and des-
tined to the named destination states,
under a continuing contract, or con-
tracts, with Sanna Division, Beatrice
Foods Co., for 180 days. An underlying
ETA seeks 90 days authority. SUP-
PORTING SHIPPER(S): James P.
Zenzinger Transp. Mgr., Sanna Divi-
sion, Beatrice Foods Co., P.O. Box
8046, Madison, WI 53708. SEND PRO-
TESTS TO: Lois M. Stahl Transp.
Asst., ICC, Everett McKinley Dlrksen
Bldg., 219 S. Dearborn, St., Room
1386, Chicago, IL 60604.

MC 143289 (Sub-6TA), filed Decem-
ber 19, 1978. Applicant: FEDERATED
TRANSPORT SYSTEMS, 800 South
McGarry Street, Los Angeles, CA
90021. Representative: Lucy Kennard
Bell, of Daniel M. Shaparlo Law Of-
fices, 9701 Wilshire Blvd., Suite 829,
Los Angeles, CA 90212. Authority
sought to operate as a contract carri-
er, by motor vehicle, over irregular
routes, transporting:. Adhesive ce-
ments; boot and shoe findings, includ-
ing counter heeh% pads. shanks, soles.
taps, welting (rubber, plastic or foam);
Fabric, fireproofed, oiled or water-
proofed; Fabric, friction (coated or
processed with soft gum, unvulcanized
rubber or other sticky coating); Plastic
articles, in barrels, boxes or crates;
Plastic film or sheeting, printed or not
printed, in flat sheets or in rolls;
Rubber (elastic) bands; Tap, Insulat-
ing, friction or electrical (cloth, plastic
or rubber), from Canton, WA., to
points and places in California,
Tucson, Arizona, Chicago, Illinois; and
St. Louis, MO., under a continuing
contract or contracts, with Plymouth
Rubber Company, Inc., located in
Canton, MA., for 180 days. An under-
lying ETA seeks 90 days authority.
SUPPORTING SHIPPER(S): Plym-
outh Rubber Company, Inc., Revere
Street, Canton, MA. SEND PRO-
TESTS TO: Irene" Carlos Transp.
Asst., ICC, Room 1321 Federal Build-
ing, 300 North Los Angeles Street, Los
Angeles, CA 90012.

MC 145435 (Sub-2TA), filed January
3, 1979. Applicant: WESTERN AG IN-
DUSTRIES. INC., 2750 North Park-
way, Fresno, CA 93771. Representa-
tive: Roland J. Mefford, 2750 No.
Parkway, Fresno, CA 93771. Authority
sought to operate as a contract carri-
er, by motor vehicle, over irregular
routes, transporting: Foodstuffs, from
the site of Early California Foods at
Visalla and Los Angeles, CA., on the
one hand, to points n OR, WA, UT.
CO. MO, IL, WI, IN, MI, OH, PA, NY,
NJ, CO, MA. and GA, under acontinu-
ing contract or contracts, with Early
California Foods, Inc., for 180 days.
SUPPORTING SHIPPER(S): Early
California Foods, Inc., P.O. Box 71, Vi-
salla, CA 83277. SEND PROTESTS
TO: Michael M. Butler, DS, 211 Main,
Suite 500 San Francisco, CA 94105.

MC 145870 (Sub-3TA), filed January
5, 1979. Applicant: L-J-R HAULING,
INCORPORATED, P.O. Box 699,
Dublin, VA 24084. Representative:
Wilmer B. Hill, Suite 805, 666 Elev-
enth St., N.W., Washington. DC 20001.
Mining machinery and equipment,
and Parts thereof, and materaLs
equipment and supplies used in the in-
stallation thereof, (except In bulk),
from Tazewell, VA. to points in KY,
TN, WV, VA, IN, PA, IL and OH, for
180 days. An underlying ETA seeks 90
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days authority. SUPPORTING
SHIPPER(S): Metal-Craft, Inc., P.O.
Box 862, Tazewell, VA 24651. SEND
PROTESTS TO: Paul D. Collins, DS,
ICC Room 10-502 Federal Building,
400 N. 8th Street, Richmond, VA.

MC 146007 TA, filed January 2, 1978.
Applicant: MADISON AIR FREIGHT,
INC., Dane County Regional Airport,
2020 Holmberg Street, Madison, WI
53704. Representative James A. Spie-
gel, 6425 Odana Road, Madison, WI
53719. General commodities, (except
those of unusual value, Classes A and
B explosives, household goods as de-
fined by the Commission, commodities
in bulk, commodities injurious or con-
taminating to other lading, and those
requiring special equipment), restrict-
ed to traffic having a prior or subse-
quent movement by air, between Dane
County Regional Airport on the one
hand, and on the other hand points in
Columbia, Dodge, Fond du Lac, Grant,
Green, Green Lake, Iowa, Jefferson,
Juneau, Lafayette, Marquette,
Monroe, Richland, Rock, Sauk and
Walworth Counties, for 180 days.
SUPPORTING SHIPPER(S): There
are approximately (38) statements of
support attached to this application
which may be examined at the Inter-
state Commerce Commission in Wash-
ington, D.C., or copies thereof which
may be examined at the field office
named below. SEND PROTESTS TO:
Gail Daugherty Transp. Asst., ICC,
U.S. Federal Bldg., & Courthouse, 517
East Wisconsin Avenue, Room 619,
Milwaukee, WI 53202.

MC 146037 TA, filed January 4, 1979.
Appicant:R, EEMAN COLE AND
BILLY G. HALL, d/b/a/ COLE AND
HALL TRUCKING CO., P.O. Box 507,
Camden, TN 38320. Representative:
Mr. Abraham A. Diamond, 29 South
La Salle Street, Chicago, IL 60603.
Silica sand and natural bonded mold-
ing sand, in dump and tank vehicles,
in bulk, from Bentoii County, TN, to
points in AL, AR, FL, GA, IA, IL, IN,
KS, KY, LA, MI, MO, MS, OH, PA,
TN, TX and WI, for 180 days. An un-
derlying ETA seeks 90 days authority.
SUPPORTING SHIPPER(S): Hardy
Sand Co., Hwy 70W, *Camden, TN
38320. SEND PROTESTS TO: Floyd
J. Johnson, DS, ICC 100 North Main
Bldg., Suite 2006, 100 North Main
Street, Memphis, TN 38103-

By the Commission.
H. G. Hormnu, Jr.,

-Secretary.
EFR Doe. 79-7203 Filed 3-8-79; 8:45 am]
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sunShine act meetings
This section of the FEDERAL REGISTER contains notices of meetings pubrished under the "Government in the Sunshine Act" (Pub. L 94-409), 5 U.S.C.
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[6335-01-M]

COMMISSION ON CIVIL RIGHTS.

DATE AND TIME: Tuesday, March
13, 1979, 9 am.-1 p.m.

PLACE: Room 512, 1121 Vermont
Avenue NW., Washington, D.C.

STATUS: Open to the public.

MATTERS TO BE CONSIDERED:

I. Approval of Agenda.
II. Approval of minutes from last meeting.
III. Staff Director's Report:
A. Status of funds.
B. Personnel Report.
C. Office Directors' reports.
D. Correspondence:
1. Letter to Deputy Assistant Secretary of

Defense Carpenter re rights of non-English
speaking minorities in the Armed-Forces.

2. Letter to OCR Director Tatel re higher
education desegration.

3. Letter from LEAA Deputy Administra-
tor Dogin re Native American Justice Issues
in North Dakota.

4. Letter from President Carter re Hel-
sinki Final Act.

5. Letter from Consumers Union Associate
Director Braren re Media Update report.

IV. Report on civil rights developments in
the Western Region.

V. State Advisory Committee Re-Charters:
(a) Colorado, (b) Delaware, (c) Indiana, (d)
Kansas, (e) Maine, and (f) New Hampshire.

VI. Review of Shapp. v. Casey litigation.
VII. Review of Sears complaint.
VIII. Request from Asian Pacific Coalition

for re-scheduling of May consultation.

CONTACT PERSON FOR MORE IN-
FORMATION:

Barbara Brooks, Public Affairs Unit,
254-6697.

[S-471-79 Filed 3-7-79; 3:59 pm]

[6351-01-M]
2

COMMODITY FUTURES TRADING
COMMISSION.
TIME AND DATE: 3 p.m., March 9,
1979.
PLACE: 2033 K Street NW., Washing-
ton, D.C., 8th Floor conference room.
STATUS: Closed.
MATTERS TO BE CONSIDERED:
Long-term planning/budget and per-
sonnel.
CONTACT PERSON FOR MORE IN-
FORMATION:

Jane Stuckey, 254-6314.
[S-463-79 Filed 3-7-79; 10:39 am]

[6570-06-M]
3

EQUAL EMPLOYMENT OPPORTU-
NITY COMMISSION.
TIME AND DATE: 9:30 a.m. (eastern
time), Tuesday, March 13, 1979.
PLACE: Commission Conference
Room, No. 5240, on the fifth floor of
the Columbia Plaza Office Building.
2401 E Street NW., Washington, D.C.
20506.
STATUS: Part will be open to the
public and part will be closed to the
public.
MATTERS TO BE CONSIDERED:

OPEN To THE P UBLC

1. Internal procedures for handling mat-
ters brought before EEOC for coordination
under Executive Order 12067.

2. Report on Commission operations by
the Executive Director.

CLosm To THE PUBLzC

1. Decisions on Recommendations on Re-
quests to Appeal.

2. Litigation Authorization: General Coun-
sel Recommendations: Matters closed to the
public under the Commission's regulations
at 29 CFR 1612.13.

NoTm,-Any matter not discussed or con-
cluded may be carried over to a later meet-
Ing.

CONTACT PERSON FOR MORE IN-
FORMATION:

Marie D. Wilson, Executive Officer,

Executive Secretariat, at (202) 634-
6748.

This notice issued March 6, 1979.
[-461-79 Filed 3-7-79; 9:58 am]

[6715-01-M]

4

FEDERAL ELECTION COMMIS-
SION.
DATE AND TIME: Wednesday, March
14, 1979, at 10 am.
PLACE 1325 K Street NW., Washing-
ton, D.C.
STATUS: Portions of this meeting will
be open to the public and portions will
be closed.
MATTERS TO BE CONSIDERED:

PORTIONS OPEN To THE PUBLIc

Setting of dates for future meetings.
Correction and approval of minutes.
Appropriations and budget.
Pending legislation.
1980 elections and related matters.
Classification actions.
Routine administrative matters.

PoRTIoNs CLOSED TOaTE PUBLIC (FOLLOWING
OF= SSSION)

Audits and Audit Policy. Compliance. Per-
sonneL Litigation. Labor Management Rela-
tions.

PERSONS TO CONTACT FOR IN-
FORMATION:

Mr. Fred S. Eiland, Public Informa-
tion Officer, telephone 202-523-4065.

MARJoPux W. EZIONS,
Secretary to the Commission.

(S-470-79 Filed 3-7-79; 3:26 pm]

[6740-02-M]

5

FEDERAL ENERGY REGULATORY
COMMISSION.
TIME AND DATE:. 2 p.m., March 7,
1979.
PLACE. 825 North Capitol Street NE.,
Washington, D.C. 20426, Room 9306.
STATUS: Closed.

MATTERS TO BE CONSIDERED:
(1) Institution of a formal private investi-

gation.
(2) Proceedings relating to an Investiga-

tion.
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CONTACT PERSON FOR MORE IN- CONTACT PERSON FOR MORE IN-
FORMATION: FORMATION:

Kenneth F. Plumb, Secretary, tele-
phone 202-2754166.

[S-466-79 Piled 3-7-79; 3:12 pm]

[6740-02-M]

6

FEDERAL ENERGY REGULATORY
COMMISSION.
"FEDERAL REGISTER" CITATION
OF PREVIOUS ANNOUNCEMENT:
44 FR 12330, published March 6, 1979.
PREVIOUSLY ANNOUNCED ITEM
AND DATE OF MEETING: March 7,
1979, 10 a.m.
CHANGE IN MEETING: The follow-
ing Items have been added:

Item No., Docket No., and Company
CP-8. CNG Transmission Company.
CP-9. CP74-147, et aL, Michigan Wisconsin

Pipe Line Company et aL

KENNETH F. PLUM,
Secretary.

[8-469-79 Filed 3-7-79; 3:12 pm]

[6730-01-M]

7

FEDERAL MARITIME COMMIS-
SION.
TIME AND DATE: 10 a.m., March 14,
1979.
PLACE: Room 12126, 1100 L Street
NW., Washington, D.C. 20573.
STATUS: Parts of the meeting will be
open to the public. The rest of the
meeting will be closed to the public.
MATTERS TO BE CONSIDERED:

PORTIONS OPEN TO THE PUBLIC
1. Docket No. 78-57: Financial Responsi-

bility for Water Pollution Outer Continen-
tal Shelf-Proposed final rules.

2. Proposed elimination of financial re-
porting'by carriers of persons in the domes-
tic offshore trades.

3. Docket Nos. 75-57 and 76-43: Matson
Navigation Company-Proposed Rate In-
creases in the United States Pacific Coast/
Hawaii Domestic Offshore Trade-Petitions
for Reconsideration of the Final Decisions.

4. Docket No. 77-18: Seatrain Gitmo,
Inc.-Rates on Government Cargo-No. 77-
38:' Sea-Land Service, Inc.-Rates on Gov-
ernment Cargo-Consideration of the
Record.

PORTIONS CLOSED TO THE. PuBLIC

1. Order to Show Cause on sixteen confer-
ences which are in noncompliance with
General Order 7.

2. Docket No. 74-44: Agreement Between
Puerto Rico Maritime Shipping Authority
and Puerto Rico Marine Management, Inc./
Puerto Rico Marine Operating Company,
Inc.-Petition for reconsideration.

Francis C. Hurney, Secretary, 202-
523-5725.

ES-460-79 Filed 3-7-79; 9:41 am]

[6770-01-M]

[PCSC Meeting Notice No. 2-79-Revised]

FOREIGN CLAIMS SETTLEMENT
COMMISSION.

ANNOUNCEMENT IN REGARD TO
CoMaIssION MEETNGS AND HEARINGS

The Foreign Claims Settlement
Commission, pursuant to its regula-
tions (45 CFR Part 504), and the Gov-
ernment in the Sunshine Act (5 U.S.C.
552b), hereby gives notice in regard to
the scheduling of open meetings and
oral" hearings for the transaction of
Commission business and other mat-
ters specified, as follows:

Date, Time; and Subject Matter

Wednesday, March 7, 1979, at 10:30 am.,
Canceled.

Wednesday, March 14, 1979, at 10:30 a.m.,
Consideration of decisions involving
claims of American Citizens against the
German Democratic Ttepubic.

Wednesday, March 21, 1979, at 10:30 a.m.,
Consideration -of - decisions involving
claims of American Citizens against the
German Democratic Republic.

Wedhesday, March 28, 1979, at 10:30 a.m.,
Consideration of decisions involving
claims of American Citizens against the
German Democratic Republic.
Subject matter listed above, not dis-

posed of at the scheduled meeting,
may be carried over to the agenda of
the following meeting-.

All meetings are held at the Foreign
Claims Settlement Commission, 1111
20th Street, NW., Washington, D.C.
Requests for information, or advance

-notices of intention to observe a meet-
ing, may be directed to: Executive Di-
rector, Foreign Claims Settlement
Commission, 1111-20th Street, NW.,
Washington, D.C. 20579: (202) 653-
6155.

Dated at Washington, D.C. on Feb-
ruary 28, 1979.

FnRmcis T. MASTERSON,
Executive Director.

[S-459-79 Filed 3-7-79; 9:41 am]

7590-01-M]
9

NUCLEAR REGULATORY COM-
MISSION.
"FEDERAL REGISTER" CITATION
OF PREVIOUS ANNOUNCEMENT:
44 FR 12331.

TIME AND DATE: March 7 and 8,
1979.

PLACE: Commissioners' Conference
Room, 1717 H St., N.W., Washington,
D.C.

STATUS: Open/Closed (CHANGES).

MATTERS TO BE CONSIDERED:

WEDNESDAY, MARCH 7; 11 A.M. (ApPRox)

1. Discussion of Legislative Proposals, (Ap-
proximately 1 hour-Public meeting) (Post-
poned from 3/1/79)

THURSDAY, MARCH 8; 11:30 A.M. (Aprnox)
1. Additional Affirmation Item: Reap.

pointment of ACRS Member

THURSDAY, MARcu 8:3:30 P.M.

2. Discussion of Export Matter (Approxi-
mately 12 hours-Closed-Exemption 1) RE-
SCHEDULED from 2/23/79.

CONTACT PERSON FOR MORE IN-
FORMATION:

Walter Magee, 202-634-1410.
ROGER M. TwEED,

Office of the Secretary.
[S-467-79 Filed 3-7-79; 3:12 pm]

[7590-01-M]
10

NUCLEAR REGULATORY COM-
MISSION.

TIME AND DATE: March 13,1979.

PLACE: Commissioners' Conference
Room, 1717 H St., N.W., Washington,
D.C.

STATUS: Open/Closed.

MATTERS TO BE CONSIDERED:

TUESDAY, MARCH 13; 9:30 A.M.,

1. Discussion of Report to Congress.
Means for Improving State Participation In
the Federal Nuclear Waste Management
Programs. (Approximately 1% hours--
Public meeting)

2. Affirmation Session. (Approximately 10
minutes-Public meeting): Extension of In-
terim Rule In S-3; Order in Offshore Power
Systems. -

TUESDAY, MARCH 13; 1:30 P.M.

1. Meeting on Bally to Consider Handling
of Petitions on Short Pilings (Approximate-
ly 1 hour-Closed-Exemption 10) (Post-
poned from 3/3/79)

2. Discussion of Personnel Matter (Ap-
proximately 2 hours)-Closed-Exemption 6)

CONTACT PERSON FOR MORE IN-
FORMATION:

Walter Magee, (202) 634-1410.

Dated: March 6, 1979.
ROGER M. TWEED,

Office of the Secretary.
(S-468-79 Filed 3-7-79; 3:12 p.m.]
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SUNSHINE ACT MEETINGS

[7715-01-M]
11

POSTAL RATE COMMISSION.

"FEDERAL REGISTER" CITATION
OF PREVIOUS ANNOUNCEMENT:
44 FR 12149, March 5, 1979.
PREVIOUSLY ANNOUNCED TIME
AND DATE OF THE CLOSED MEET-
ING: March 8, 1979, 8:30 a.m.
CHANGES IN THE MEETING: Meet-
ing date and time changed to March
14, 1979, 8:30 a m.

Meeting remains closed pursuant to
5 U.S.C. 552b(c)(2)(6).
CONTACT PERSON FOR MORE -IN-
FORMATION:

Ned Callan, Information Officer,
Postal Rate Commission, Room 500,
2000 L St., *NW., Washington, D.C.
20268, Telephone (202)-254-5614.

[S-465-79 Filed 3-79; 1:21 .pmJ

[8010-01-M]

SECURITIES AND
COMMISSION.

EXCHANGE

"FEDERAL REGISTER" CITATION
OF PREVIOUS ANNOUNCEMENTS:
44 FR 11671

Two additional notices to be pub-
lished.
STATUS: Closed meeting;, open meet-
ing.

PLACE: Room 825, 500 North Capitol
Street, Washington, D.C.

DATES PREVIOUSLY AN-
NOUNCED: February 26 and 27, 1979.

CHANGES IN THE MEETING: Dele-
tion; rescheduling; additional items.

The following item scheduled for
consideration at a closed meeting on
Thursday, March 1, 1979, immediately
following the open meeting at 10:00
a.m., has been deleted.

Institution and settlement of admin-
istrative proceedings of an enforce-
ment nature.

The following item will not be con-
sidered at the closed meeting sched-
uled for Tuesday, March 6, 1979, at
10:00 am., but has been rescheduled
for consideration on Tuesday, March
13, 1979, at 10:00 a.m.

Authorization to discuss settlement
of possible enforcement action.

The following additional Items will
be considered at the open meeting
scheduled for Wednesday, March 7,
1979, at 10:00 a.m.:

1. Consideration of whether to Insti-
tute major changes in its approach to
sales literature regulation: (1) with-
drawing the Statement; (2) proposing
the adoption of an interpretive rule
which provides general guidelines but
containes no specific requirements or
prohibitions on the use of sales litera-
ture; (3) limiting staff comment on
sales literature to avoid the appear-
ance of "clearing" material; (4) review-
ing sales literature after It Is filed by
"spot checking" and as part of inspec-
tions; and (5) publishing from time to
time, as appropriate, staff advisory
views on the content of sales literature
in staff interpretive releases. For fur-
ther information, please contact An-
thony A. Vertuno at (202) 755-1192 or
-Sarah B. Ackerson at (202) 755-1792.

2. Consideration of a proposed re-
sponse to the Office of Management
and Budget's request for its comments
concerning certain legislative propos-
als for limiting conglomerate mergers.
For further information, please con-
tact Donald C. Langevoort at (202)
755-4829.

3. Consideration of a request for a
waiver of certain provisions of the
Commission's Conduct Regulation (re-
Iating to outside practice and securi-
ties transactions) in connection with
the temporary employment of Linda
A. Wertheimer, Esquire. For further
information, please contact Myrna
.Siegel at (202) 376-3561.

The following additional Items will
be considered at a closed meeting
scheduled for Wednesday, March 7,
1979 immediately following the 10:00
a.m. open meeting.

Institution of Injunctive action.
Litigation matters.
Chairman Williams and Commis-

sioners Loomis, Evans, and Karmel de-
termined that Commission business re-
quired the above changes and that no
earlier notice thereof was possible.

MARCH 5, 1979.
[8-462-79 Filed 3-7-79: 10:36 am]

[3810-70-M]
13

UNIFORMED SERVICES UNIVER-
SITY OF THE HEALTH SCIENCES.

13125-13185

TIME AND DATE: March 19, 1979,
8:00 am.

PLACE:. Uniformed Services Universi-
ty of the Health Sciences, 4301 Jones
Bridge Road, Bethesda, Maryland
20014 (Rooms A1024, A1017, and
A2054).

STATUS: Open.
MATTERS TO BE CONSIDERED:

8:00 AaJ.Et-M cIG, EDuCmmoNAL
AFFAxs Commrn

(1) Faculty Appointments;, (2)
Report-Graduate Program: (3)
Report-Flexible Course/Clerkship
Program-4th Year

8:00 Aja.-M MmmnG, An,.nms'nj
AYFAms CoMUirEE

(1) Report-AssIstant Dean for Ad-
ministration-Construction Update;

(2) Report-Director Resource Man-
agement

8:45 Am-Touu, LimAan

9:15 A..-MErNG, BOARD OF REGzrsTs

(1) Report-Educational Affairs
Committee; (2) Report-Administra-
tive Affairs Committee; (3) Report-
Acting President; (4) Report-Dean.
School of Medicine; (5) Report-Ad-
missions; (6) Report-1981-1985 Con-
solidated Guidance; (7) Report-Con-
tinuing Medical Education; (8)
Report-Associate Dean, School of
Medlcine-(a) Status Report: Institu-
tional Self-Study, (b) Acceptance
Winslow Homer woodcuts;, (9)
Report-Departmental Program Re-
view; Frederick J. Bollum, Ph. D.,
Chairman, Department of Biochemis-
try

New Business

SCHEDULED MEETINGS: June 4.
1979.

CONTACT PERSON FOR MORE IN-
FORMATION:

Frank M. Reynolds, Executive Secre-
tary of the Board, 202/295-2111.

aE B. Lomun,
Deputy Director, Correspond-

ence and Directives, Washing-
ton Headquarters Services, De-
partment of Defense.

MARCH 7; 1979.

[S-464-79 Filed 3-7-71:11:20 am]
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[4510-30-M]
DEPARTMENT OF LABOR

Employment and Training Administration_

[20 CFR Part 680]

COMPREHENSIVE EMPLOYMENT AND
TRAINING ACT

Regulations for Programs under Part A of Title
IV of the Act

AGENCY: Department of Labor.

ACTION: Proposed iules.
SUMMARY: This document proposei
new rules at 20 CFR Part 680, imple.
menting provisions under Title IV-
Youth Program, Part A of the Com
prehensive -Employment and TraininE
Act (CETA) as enacted in the Compre.
hensive Employment and Training Act
Amendments of 1978 (Public Law 95-
524). The purpose of this publicatior
is to request.review and comment or
the proposed rules.
DATES: Comments on the proposec
rulemaking are due on or beforeApril
9, 1979. -

ADDRESS: Comments should be ad.
dressed to the Assistant Secretary foi
Employment and Training, U.S. De,
partment of Labor, 601 D Street N.W.
Washington, D.C. 20213. Attention
Robert Taggart, Administrator, Office
of Youth Programs..
FOR' FURTHER IN'FORMATIOE
CONTACT:

Mr. Robert Taggart, Telephone:
(202) 376-2646.

SUPPLEMENTARY INFORMATION
The Youth Employment and Demon.
stration Projects Act (YEDPA) e1
1977, Public Law 95-93 became effec-
tive on August 5, 1977. It amended the
Comprehensive Employment ano
Training Act by adding several nex
programs for youth. The purpose ol
these new programs is to employ' ano
increase the future employability o1
young persons, to help coordinate ane
improve existing career development
employment and training programs
and to test. different approaches ir
solving the employment problems o1
youth.

Title IV, Part A of CETA as reauth.
orized maintains the authority for the
new youth programs authorized b5
YEDPA; they are: the Youth Incen.
tive Entitlement Pilot Projects
(YIEPP), designed to test the effect oJ
a year round structured Work experi.
ence as an entitlement to encourage
school completion; the Youth Commu
nity Conservation and Improvement
Projects (YCCIP) designed to provide
jobs and employment experience fox
youth in community betterment pro.
jects; and the Youth Employment ane
Training Programs (YETP) structured
to make available to youth a broac

.range of -employment and training
services designed locally and adapted
to local needs. The following Part 680,
Subparts A, B and D sets forth the
Federal regulations governing three of
the Youth Programs, YETP, YCCIP,
and YIEPP. These regulations are

.those regulations published on May
30, 1978, for YIEPP; and on Septem-
ber 26,- 1978, for YETP and YCCIP,
oxcept -for changes. to references ne-
cessitated by the compilation of the
new CETA regulations, and changes
-necessitated by the extension of
YIEPP for an additional year are also
being published. Several provisions

" that are duplicative of the CETA gen-
eral administrative provisions con-
tained in Parts 675 and 676 have been
deleted.

The regulations in this document do
not apply to Native American and Mi-
grant YETP and YCCIP programs;
regulations for these programs will beL published separately. These regula-
tions also do not apply to the Secre-
tary's YETP and-YCCIP discretionary

L funds.
Accordingly, title 20 isproposdd to

be amended as follows:
1 1. Part 680 is proposed as follows:

- PART 680-YOUTH PROGRAMS OPERATED BY
PRIME SPONSORSUNDER THE COMPREHEN-

: SIVE EMPLOYMENT AND TRAINING ACT

Subpart A-Youth Employment and Training

r/ Programi

Sec.
680.1 Purpose.
680.2 Eligibility for funds under YET.
680.3 Allocation of funds..
680.4 Program planning, planning and

o youth councils.
680.5 Description of the YETP annual plan
- subpart.

680.6 Activities and services.
680.7 Local educational agency agree-

ments.
680.8 Eligibility for participation.

* 680.9 Eligibility for participation (extraor-
. dinary).

* 680.10 Participant compensation, benefits
and working conditions.

680.11 Earnings disregard.
680.12 Maintenance of effort.
680.13 Substitution for Title II programs.

-680.14 Acaddemic credit.
* 680.15 Reallocation procedures.

680.16 Modifications.
680.17 Reporting requirements.
680.18 Governor's Statewide Youth Serv-

e. ices Program.
Subpart B-Youth Community Conservation

-and Improvement Projects

Sec.
680.100 Purpose.
680.101 Eligibility for funds under YCCIP.
680.102 Allocation of funds. -
680.103 Program planning, planning and

youth councils.
680.104 Description of the YCCIP annual

plan subpart.
680.105 Project planning process.
680.106 Project application content.
680.107 Project application submission.

Sec.
680.108 Project review.
680.109 Project prioritizatlon.
680.110 Project activities.
680.111 Agreements with, project appll-

cants.
680.112 Program agent responsibility.
680.113 Limitation on use of funds.
680.114 Eligibility for participation.
680.115 Earnings disregard.
680.116 Supervisory personnel.
680.117 Academic credit.
680.118 Substitution for Title II programs.
680.119 Common general provisions.
680.120 Review by the RA; redistribution.

Subpart D-Youth Incentive Entitlement Pilot
Projects

Sec.
680.300 Scope and purpose of subpart.
680.301 Regulations governing entitlement:

definitions.
680.302 Funding of entitlement projects,
680.303 Eligibility for funds.
680.304 Entitlement project application

process (general).
680.305 [Reserved.)
680.306 Submittal of preapplications.
680,307 Preapplication specifications.
680.308 Selection of final applications.
680.309 Planning grants.
680.310 Final application process.
680.311 Program operation-related docu-

mentation.
680.312 Program budget: Estimated costs.
680.313 Agreements.
680.314 Assurances and certifications.
680.315 Review of final applications; selec-

tion of projects.
680.316 Eligibility of participants,
680.317 Worksites.
680.318 Allowable activities.
680.319 Participant benefits.
680.320 Academic credit.
680.321 Disregarding earnings.
680.322, Maintenance of effort.
680.323 Administrative provisions: hearing

provisions; and limitations on use of
funds.

AuTHOmR: See. 126 of the Comprehen-
sive -Employment and Training Act (29
U.S.C. 801 et seq.), unless otherwise noted,

Subpart A-Youth Employment and Training
Programs

§ 680.1 Purpose.
(a) This subpart contains the regula-

tions for the Youth Employment and
Training Programs (YETP) under
Title IV, Part A, Subparts 3 abd 4 of
the Act. The introductory and general
provisions at Parts 675 and 676 of
Title 20 also apply to YETP programs
except as Indicated in this subpart. To
the extent the !egulations set forth In
this subpart conflict with other regu-
lations promulgated under the Act,
the requirements contained in this
subpart shall prevail (sec. 447).

(b) It Is the purpose of this program
to enhance the job prospects and
career opportunities of young persons,
especially economically disadvantaged
youth, to enable them to secure un-
subsidized employment In the public

FEDERAL REGISTER, VOL 44, NO. 48-FRIDAY, MARCH 9, 1979



and private sectors of the economy. In
addition, this program explores meth-
ods of -dealing with the structural un-
employment problems of youth and
the immediate difficulties of youth in
need of and unable to find jobs (see.
431).

§ 680.2 Eligibility for funds under YETP.
Prime sponsors are eligible, to receive

funds under YET? (sec. 434).

§ 680.3 Allocation of funds.
Allocation of funds under YETP

shall be in accordance with section 433
of the Act.

§ 680.4 Program planning, planning and
youth councils.

(a) Planning. Each prime sponsor
shall Utilize the planning process and
planning council as described in
§§ 676.6 and 676.7 of this title, and the
youth council described in paragraph
(b) of this section (see. 436(b)). In de-
veloping the annual plan subpart for
YETP,'the prime sponsor shall:

(1) Coordinate the YETP subpart
with services and activities described
in the annual plan subpart for Title
]B, but services to-youth under Title

I[B shall not be reduced because of.
the availability of YETP funds (sec.
436(a));

(2) Coordinate the services and activ-
ities funded under the other titles of
CETA, including Job Corps, employ-
ment and educational services pro-
vided by local educational agencies,
and post-secondary institutions; activi-
ties conducted under the Career Edu-
cation Incentive Act; services offered
by public employment service agen-
cies; public assistance agencies; courts
with jurisdiction over youthful offend-
ers and status offenders; youth pro-
grams funded through other sources
such as community-based organiza-
tions; and employment and education-
al activities of business. labor, appren-
ticeship programs, and nonprofit insti-
tutions in the community (see. 436(a));

(3) Afford an opportunity to commu-
nity based organizations of demon-
strated effectiveness in providing em-
ployment and training activities for
youth to participate in the develop-
ment of the YETP subpart as required
by paragraph (c) of this section; and

(4) Afford an opportunity for appro-
priate labor organizations to comment
on the YET? subpart consistent with
the provisions of § 676.12 of this title.

(b) Youth Council Each prime spon-
sor shall establish a youth council
(see. 436(b)).

(1) In consultation with the plan-
ning council, the prime sponsor shall
make appointments to a youth council
which includes individuals who are
representative of the local vocational
advisory council, post-secondary edu-
cation institutions, business, unions,

PROPOSED RULES

apprenticeship community, the public
employment service agencies, local
government and nongovernment agen-
cies which are Involved in serving
youth, the local community, and the
prime sponsor. In addition, youth
council members shall include youths
(not less than two) who are partici-
pants in, or eligible for YETP (see.
436(b)).

(2) The youth council may be either
an entirely separate council or a sub-
committee or subcouncil to the plan-
ning council, or the prime sponsor
may use existing youth councils cre-
ated with respect to other programs
under this Act if these councils meet
the requirements set forth in this sec-
tion. In all cases, the youth council
shall report to the planning council
(sec. 436(b)).

(3) The youth council shall make
recommendations to the planning
council for setting basic goals, policies
and procedures for the YETP pro-
gram. The youth council shall monitor
and evaluate YETP programs and
other CETA youth programs In the
prime sponsor's area for the purpose
of improving the utilization and co-
ordination of the delivery of such serv-
ices (sec. 436(b)).

(4) The youth council shall review
and make recommendations to the
planning council with respect to the
proposed agreements with local educa-
tional agencies under YETP (sec.
436(c)).

(c) Community-based organizations
(CBO's). Each prime sponsor shall in-
volve CBO's in the planning process as
follows:

(1) Forty-five (45) days pzlor to sub-
mission of the proposd YETP subpart
to the RA either the complete subpart
or a summary of the proposed subpart
shall be submitted to such CBO's.
Such organizations shall have 30 days
for review and comment on the pro-
posed YETP subpart. If a summary is
submitted, it shall include at a mini-
mum:

(i) Description of activities to be
funded;

(ii) Proposed service deliverers and
the services to be provided by each;
and

(il) A copy of the Youth Program
Planning Summary and Youth Budget
Information Summary.

(2) Any comments received must be
considered prior to the submission of
the YETP subpart to the RA and writ-
ten responses will be made to com-
ments from such CBO's regarding se-
lection of service deliverers and these
comments and responses will be In-
cluded when the YET? subpart is
transmitted to the RA.

(d) Selection of service deliverers.
(1) In addition to the provisions of

§ 676.23 of this title, the following pro-
visions apply to the selection of service

13189

deliverers for YETP, except for pro-
grams funded under the LEA agree-
ments required in § 680.7 and when
the prime sponsor chooses not to de-
liver program activities:
(i) Published criteria that will be

used to evaluate applications; and
(i) Written notification to each ap-

plicant of acceptance or non-accept-
ance with an explanation of the rea-
sons for disapproval of funding.

(2) A prime sponsor may directly
- perform classroom training, on-the-job
training or work experience as de-
scribed in § 676.25 of this title, only if,
after consultation with CBO's, the
prime sponsor determines that direct
operation of the program will promote
the purposes of this subpart (sec.
432(b)). The prime sponsor shall main-
tain documentation on the administra-
tive and programmatic benefits of
such direct operation.

§ 680.5 Description of the YETP annual
plan subpart.

(a) Each prime sponsor shall submit
a YETP subpart by a date established
by the RA which, when approved,
shall become part of the annual plan.

(b) The RA shall review and approve
or disapprove the YET? subpart using
the plan review procedures in § 676.14
of this title.
(c) Narrative description. The YETP

subpart narrative shall contain:
(1) Objectives and needs for assist-

ance-(l) Program purpose. State the
basic goal/purpose of the YETP pro-
gram In the overall strategy for serv-
ing unemployed youth In the prime
sponsor's area.

(i1) Analysis of need. Identify the
target groups within the eligible popu-
lation that will receive services under
the program and indicate the planned
level of services to be provided to each
group in terms of the percent each
group will constitute of those to be
served.

(2) Results and benefits. Describe
the benefits that will accrue to YETP
participants and include:
(I) the quantifiable performance and

placement goals for each program ac-
tivity.

(1I) the quantifiable performance
and placement goals for each target
group Identified in the analysis of
need.

(III) if academic credit Is received by
YETP participants, .the level of credit
to be received, the activities for which
credit will be received, and the agency
awarding such credit. If credit other
than academic credit Is to be awarded,
describe as indicated above (for exam-
ple cooperative credits, continuing
education units, etc.).

Clv) any non-quantiflable goals or
outcomes expected from participation
in the YETP program.
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(3) Approach.-(i) Program activities
and services. Provide a description of
the program activities and services and
indicate the delivery agent, the dura-
tion and the target groups to be served
byf each activity.

(11) Program coordination and link-
age. (A) If not elsewhere in the Com-
prehensive Employment and Training
Plan, describe the program linkage
and coordination with the SESAs,
local educational agencies (LEA's),
courts with jurisdiction over youthful
offenders, public assistance agencies,
post-secondary institutions, labor or-
ganizations, private sector businesses,
neighborhood and community based
organizations, the apprenticeship
system, other CETA youth programs,
and other programs for youth.

(B) Describe or attach a copy of the
agreement that describes arrange-
ments with Job Corps screening
agency(s) for referral, selection, and
placement of Job Corps youth.

(4) Management and actministra-
tion, (i) Describe any significant dif-
ferences in the administration, oper-
ation, and management (including or-
ganizational structure) of the YETP
program from the information pro-
vided elsewhere in the Comprehensive
Employment and Training Plan.

(I) Describe the results or attach
copies of any evaluation/assessment
reports conducted on last year's YETP
-program which were used to set prior-
Ities and/or determine the program-
matic goals or purposes of YETP.

(liI) Attach copies, if any, of com-
ments and recommendations received
on the YETP subpart from the appro-
priate labor organizations, the youth
council, the planning council, CBO's
and LEA's.

(iv) If not included elsewhere in the
Comprehensive Employment and

-Training Plan, describe the monitor-
Ing arid evaluation process for the pro-
gram.

(v) List each property item to be
purchased which costs $1,000 or more
by item, quantity, and price,

(vi) Attach a copy of the Youth Pro-
gram Planning Summary and Youth
Budget Information Summary on the
YETP program.

(5) Assurances and certifications.
The YETP .Assurances and certifica-
tions and detailed instructions for
completing the requirements of the
YETP subpart narrative are contained
in the Forms Preparation 'Handbook.
§680.6 Activities and services.

(a) Programs may include any type
of employment and training activity
specified in § 676.25 of this title,
except public service employment.

(1) Work experience activities may
include a wide range of community
betterment activities such as rehabili-
tation of public pioperties; assistance

of weatherization of homes occupied
by low-income families; demonftra-
tions of energy-conserving measures,
including solar energy techniques (es-
pecially those utilizing materials and
supplies available -without cost); park
establishment and upgrading; neigh-
borhood revitalization; conservation
and improvements; removal of archi-
tectural barriers to access, by handi-
capped individuals, to public facilities;
and related activities. (see. 432(a)).

(2) Productive employment and work
experience opportunities may be
funded in such fields as education;
health care; neighborhood transporta-
tion services; crime prevention and
control; environmental quality control
(including integrated pest manage-
ment activities); preservation of his-
toric sites; and maintenance of visitor
facilities. (sec. 432(a)).

(3) A written job description shall be
developed and maintained for all work
experience and on-the-job training po-
sitions funded under this subpart to
provide a basis for determining their
comparability to existing jobs of other
individuals similarly employed.,

(b) In-School -programs. The in-
school programs shall be designed to
provide for either or both of the fol-
lowing two classifications of services
(Sec. 423(a)):

(1) Transition services.
(i) These transition services shall be

designed to prepare and assist youth
to move from school to unsubsidized
jobs in the labor market.

(ii) These services include:
(A) Outreach, assessment, and orien-

tation;
I (B) Counseling, including occupd-
tional information, apprenticeship in-
formation, and career counseling;,

(C) Activities promoting education
to work transition;

(D) Provision of labor market infor-
mation;

(E) Services to youth to -help them
obtain and retain employment;

(F) Literacy training and bilingual
training;,

(G) Attainment of certificates of
high school equivalency;

(H) Job sampling, including voca-
tional, exploration in the public and
private sector;

(I) Institutional skills training;
(J) Transportation assistance;
(K) Child care and other necessary

supportive services;
(L) Job restructuring to make jobs

more responsive to the objectives of
this subpart, including assistance to
employers in developing job ladders or
new job opportunities for 'youth, in
order to improve work relationships
between employers and youth;

(M) Provision of information regard-,
ng employment and training related
opportunities;

(N) Job development, direct place-
ment, and placement assistance to
secure unsubsidized employment op-
portunities for youth to the maximum
e xtent feasible and referral to employ
ability development programs;

(0) Assistance In overcoming sex--
stereotyping in Job development,
placement; and

(P) Outreach and other services to
increase the labor force participation
rate among minorities and women.

(2) Career employment experience
This activity.is a combination of both
well supervised employment (work ex-
perience or on-the-job training) and
certain transition services Including, at
a minimum, career information, coun.
seling, and guidance. Any work experi-
ence or on-the-job training must in-
clude those minimum ancillary transi-
.tion services. Where work experience
or on-the-job training is supported
with funds serving In-school youth
under agreements with -local educa-
tional agencies, the ancillary transi-
tion services must also Include place.
ment' services. Each prime sponsor
shall assure that in-school youths par-
ticipating in career employment expe-
rience need such participation in order
to continue their education (sec. 436).

(c) Special component. A prime
sponsor may design a special compo-
nent using up to 10 percent of its
YETP funds for programs to serve a
mixture of youth from families above
and below the income level specified in
§ 680.8(a)(3). The program shall test
whether or to what extent Income eli-
gible youth benefit from participating
in programs designed to serve youth
from all economic backgrounds (see.
435). This special component shall:1 (1) Have and follow a structured ex-
perimental design;

(2) Establish and use comparison
groups;

(3) Provide for followup on partici-
pants; and

(4) Provide in the Annual Narrative
Report a followup on the experimen-
tal outcomes.

§ 680.7 Local Educational Agency agree-
ments.'

(a) Prime sponsors shall use at least
22 percent of their funds under this
subpart to serve in-school youth in
programs designed to enhance their
career opportunities and Job prospects
(see. 433(d)(1)) pursuant to written
agreements between them and local
educational agencies (LEA's)

(b) Agreements may be between the
prime sponsor and one or more local
educational agencies or a combination
of LEA's represented by one LEA.

(b) Each agreement may be either a
financial or nonfinancial agreement
whichever is determined most appro-
priate by the prime sponsor and the
LEA(s), and shall:
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(1) Provide a description of the ac-
tivities and services to be provided to
eligible participants;

(2) Detail the responsibility of each
party to the agreement for providing
the activities and services which have
been selected;

(3) Contain provisions to assure that
services provided and/or funds re-
ceived pursuant to the agreement will
not supplant existing services and/or
State and local funds expended for the
same purpose; and -

(4) Provide an assurance that the
agreement has been reviewed by the
youth council.

(d) Additional Provisions. Addition-
al provisions are required in those
agreements which specifically provide
for career employment experience op-
portunities. These include:

(1) Assurances that participating
youth will be provided constructive
work experience, which will improve
their ability to make career decisions
and which will provide them with
basic work skills needed for regular
employment or self-employment;

(2) Assurances that job information,
counseling, guidance, and placement
services will be made available to par-
ticipating youth and that funds pro-
vided under the agreement will be-
available to, and will be utilized by,
the local educational agency or agen-
cies to the extent necessary to pay the
cost of school-based counselors to
carry out the provisions of this in-

.school program;
(3) Assurances that jobs provided

under this program will be certified by
the participating educational agency

_ or institution as relevent to the educa-
tional and career goals of the partici-
pating youth.

(4) Assurances that the prime spon-
sor will advise participating youth of
the availability of other employment
and training resources in the local
community to assist such youth in ob-
taining employment or self-employ-
ment;

(5) An assurance that career employ-
ment experience opportunities pro-
vided will be certified by a school-
based counselor as being relevant to
the career and educational program
for- the youth being provided those op-
portunities.

(e) In order to carry out the pur-
poses of the LEA agreement, LEA's
and prime sponsors, where appropri-
ate, are encouraged to enter into sub-
agreements, grants or contracts with
post-secondary schools, State accredit-
ed profit and nonprofit educational in-
stitutions, public employment service
agencies, and' CBO's which have dem-
onstrated effectiveness, in serving
youth, particularly those who are eco-
nomically disadvantaged.

(f) An LEA agreement may be a new
agreement or a certification that the
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existing agreement remains the same
or that it is revised as described in at-
tachments to the certification. The
certification and/or revisions shall be
included as part of the YETP annual
plan subpart. If an agreement Is not
reached within 60 days, the RA shall
initiate the reallocation process as de-
scribed in § 680.15.

§ 680.8 Eligibility for participation."
(a) Each person shall be at the time

of enrollment, except as provided in
§ 680.9(b) and (c) (see. 435):

(1) Unemployed or underemployed.
or in-school;

(2) 16 through 21 years of age inclu-
sive; and

(3) A member of a family with a
total family Income at or below 85 per-
cent of the lower living standard
income level.

(b) Programs funded under YETP
shall give preference to economically
disadvantaged youth within the eligi-
ble population. Appropriate efforts
shall be made to give service to those
youth who have severe handicaps in
obtaining employment, Including but
not limited to those who lack creden-
tials (such as a high school diploma),
those who require substantial basic
and remedial skill development, those
who are women and minorities, those
who are veterans of military services,
those who are offenders, those who
are handicapped, those with depend-
ents, or those who have otherwise
demonstrated special needs as deter-
mined by the Secretary (sec. 444(a)).

(c) A youth may not be enrolled in
full-time employment opportunities if:

(1) The individual has not attained
the age with respect to which the re-
quirement of compulsory education
ceases to apply under the laws of the
State in which such individual resides,
except: (I) during periods when school
is not in session, and (II) where em-
ployment Is undertaken in cooperation
with school-related programs award-
ing academic credit for work experi-
ence; or

(2) The individual has not attained a
high school diploma or its equivalent
and It is determined by the prime
sponsor that the youth dropped out of
high school in order to participate in
YETP (see. 443(f)).

§ 680.9 Eligibility for participation (ex-
traordinary).

(a) Individuals otherwise eligible
under § 680.8 who are in school and
who are 14 or 15 years old may partici-
pate in programs under YETP when
the subpart specifies a youth develop-
ment strategy which provides broad
career exposure for these youths (sec.
435).

(b) Youth need not meet the Income
driteria if they participate in a special
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component, as described in § 680.6(c)
(sec. 435).

(c) Youth, who do not meet the
income criteria, and who are not in a
special component, may be offered
services which are limited to:

(1) Conseling, including occupational
information;

(2) Occupational, education, and
training information including infor-
mation on apprenticeship training;

(3) Placement services;
(4) Job referral information through

coordinated intakesystems; and/or
(5) Assistance in overcoming employ-

ment related sex-stereotyping in job
development, placement, counseling,
and guidance.

§ 680.10 Participants compensation, bene-
fits and working conditions.

Prime sponsors shall provide partici-
pant benefits, wages and allowances as
provided in § 676.26, and § 676.27 of
this title, except:

(a) - Wages. Participants receiving
wages shall be paid no less than the
highest of (sec. 442):

(1) The wage rate set forth in sec-
tion 6 (a)(l) of the Fair Labor Stand-
ard Act. Fourteen and fifteen-year
olds, however, may be paid the rate set
forth in section 14(b) of the Fair
Labor Standard Act; or

(2) The applicable State or local
minimum wage, including exceptions
for the wage rates of 14 and 15-year
olds.

(3) The prevailing wage for a job
which is substantially the same as ex-
isting Jobs of the same employer,
except that, the employer may pay •
less than Its prevailing wage, but not
less than the minimum wage, if:

(i) The employer, the prime sponsor,
and the appropriate collective bargain-
ing agent, when a collective bargaining
agreement is affected, agrees in writ-
ing to a lesser wage;

(Hi) There Is Job restructuring. In
order to accomplish Job restructuring,
the prime sponsor, employer, and the
appropriate collective bargaining
agent shall enter Into an agreement
concerning the restructuring. If, after
agreeing to the restructured job, the
agent, employer, or prime sponsor dis-
agree over the wages to be paid for the
restructured Job, the parties shall re-
solve such dispute at the local level
within 30 days. If, after 30 days, an
agreement has not been reached, they
shall either agree to negotiate in good
faith with the RA to resolve the dis-
agreement or select other jobs. If ne-
gotiations with the RA do not result in
resolution within the 30 days, the RA
shall set the wage rate; or

(iii) The employer creates new jobs.
If disputes arise regarding whether
the Jobs are new to the employer, the
prime sponsor, appropriate collective
bargaining agent, and employer
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should attempt to resolve the issue
within 30 days after the agent has
been informed of those jobs. If no
agreement can be reached within that
time frame, they shall either agree to
rogotiate in good faith with the RA to
resolve the disagreement, or select
other jobs. If negotiations with the
RA do not result in a resolution within
30 days, the RA shall make a determi-
nation as to whether or not the jobs
are new to the employer; or

(4) The prevailing wage determined
by the Secretary under the Davis-
Bacon Act (See 29 CFR parts 1, 3, 5,
and 7) in the case of jobs in projects to
which the provisions of the Davis-
Bacon Act, or any Federal law 'contain-
ing labor standards in accordance with
the Davis-Bacon Act, apply. However,
in the case of such projects financed
under YETP under $5,000, the em-
ployer, prime sponsor, and appropriate
collective bargaining agent may agree
to pay youth participants not less
than the applicable minimum wage
and not more than the wage rate of -
the entering apprentice in the most
nearly comparable, apprenticeable
trade, and to prescribe an appropriate
ratio of journeymen to such partici-
pating youth to work on the project. If
they cannot agree in 30 days, they
may request a decision from the RA,
or develop other jobs (sec. 442).

(b) Because most jobs will be short-
term and/or part-time work assign-
ments, and are designed to enhance
the employability, of individuals who
are new entrants who have never
worked, or individuals who are new en-
trants who have not been working in
the competitive labor market, most
jobs will be at entry level. Prime spon-
sors, therefore, are expected to pay
wherever feasible the minimum rate
required by this section, rather than a
higher rate.

§ 680.11 Earnings disregard.
Wages and "allowances received 'by

any youth under YETP shall be disre-
garded in determining the eligibility of
the youth's family for, and the
amount of, any benefits that the
youth's family may receive, under
Federal or federally assisted programs
(see. 446).

§ 680.12 Maintenance of effort.
(a) The maintenance of effort provi-

sions of § 676.73 (a) of this title apply
to all activities funded under YETP
(sec. 443).

(b) The maintenance of effort provi-
sions for public service employment
programs described in § 676.73 (b) and
(c) of this title, shall apply to work ex-
perience activities under YETP.

§ 680.13 Substitution for Title H pro-
grams.

Programs funded under YET? shall
be supplementary to but not replacing
programs and activities for youth
available under Title II of the Act (see.
431).

§ 680.14 Academic credit.
Prime sponsors shall make appropri-

ate efforts to encourage educational
agencies and post-secondary institua-
tions to award academic credit for the
competencies participants gain from
the program (sec. 445).

9 680.15 Reallocation procedures.
(a) Reallocation procedures under

§ 676.47 of this title shall apply except
as in paragraph (b) of this section (see.
444(b)).

(b) If all proposed LFA agreements
or certifications to existing agree-
ments are not signed by the prime
sponsor and the LEA(s) within 60 days
after the initial submission of the
YETP subpart to the RA for review
9nd approval, the RA shall initiate
reallocation procedures for those
funds which were required to be cdv-
ered under. LEA agreements, except
the RA may extend the 60 day period
for a reasonable period of time when
the RA determines that an agreement
could not be reached because of cir-
cumstances beyond the control of the
prime sponsor and LEA, for example,
work stoppages. If the RA hasinitiat-
ed reallocation procedures. the RA
shall mediate the dispute during the
30 day comment period.

§ 680.16 Modifications.
(a) The procedures specified in

§ 676.16 of this title shall apply to
modifying the YETP subpart.

(b) (1) When a collective bargaining
agreement would be affected, the ap-
propriate bargaining agent and the
RA shall be notified in writing of all
wage rate and job classification
changes under the YETP program at
least 15' calendar days prior to imple-
menting such changes.

(2) If the bargaining agent. disagrees
with the proposed changes in wage
rates or job classifications, the dispute
shall be resolved and the resolution re-
corded in writing prior to implement-
ing such changes.

§ 680.17 Reporting requirements.
The reporting requirements under

\§ 676.44 of this title shall apply to
YET?. In addition, each prime spon-
sor shall, at the end of each fiscal year
and on a; date established by the Sec-
retary, submit an Annual Narrative.
Report. The report will include an as-
sessment of the sponsor's performance
and the accomplishments of the pro-
gram.

§ 680.18 Governor's Statewide Youth Serv-
ices Program.

(a) Activities and services. The Gov-
ernor shall use the funds allocated
under section 433 of the Act to provIde
statewide youth services such as the
following:

(1) Expanded and experimental pro.
grams in apprenticeship arrange-
ments, in conjunction with businesses,
labor unions, State or Federal appren-
ticeship agencies;

(2) Special model employment and
training programs and related services
between appropriate State agencies
and prime sponsors, with particular
emphasis on experimental job training
in the private sector;

(3) Providing labor market and occu-
pational information for prime spon-
sors and local educational agencies
without reimbursements;

(4) Fostering cooperative efforts be-
tween State and local institutions, in-
cluding (i) occupational and career
guidance and pounseling, as well as
placement services for in-school and
out-of-school youth; and (ii) coordina-
tion of statewide activities carried out
under the Career Education Incentive
Act to improve the quality of educa-
tion and enhance career opportunities
for students by relating education to
their employment aspirations (see.
433(c)).

(5) Funding employment and train-
ing programs as defined In § 680.6 for
eligible youth who are under the su-
pervision of the State.

(b) Eligibility for participation, In-
dividuals participating in the Gover-
nor's statewide youth services program
shall meet the eligibility criteria pro-
vided In § 680.8 or 680.9 (see. 435).

(c) Limitation of funds. (1) The
overall 20 percent limitation of funds
used for administration as set out in
§ 676.39 of this title shall not apply to
the Governor's youth services plan. (2)
The provisions for pooling of adminis-
trative costs shall be optional for the
Governor's youth services plan.

(d) Governor's statewide youth serv-
ices plan. The Governor's youth serv-
ices plan shall Include the following
information:

(1) The Governor may utilize the
Master Plan developed for the Balance
of State program or the Master Plan
developed for the Governor's Special
Grant as described in § 676.33 of this
title, In lieu of developing a separate
Master Plan for the Governor's
statewide youth services program;

(2) A Request for Approval Letter;
(3) Application for Federal Assist-

ance (standard form 424),
(4) The narrative description which

shall include the following:
(i) Objectives and need for assist-

ance.
(A) A description of the purpose or

emphasis of the statewide youth serv-
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ices plan, including how the Gover-
nor's youth services plan will enhance
or expand the quality of youth em-
ployment and training services pres-
ently provided throughout the State;

(B) A description of the- target
groups that will be served by the Gov-
ernor's youth services plan, including
an explanation of why the specific
groups were selected, and the groups
of youth that will be served who are
under the supervision of the State.

(ii) Results and benefits. A descrip-
tion of expected results and benefits
to be derived by each target group
that will be served.

(iii) Approach.--(A) Program activi-
ties and services. Identify each activi-
ty, including any experimental, dem-
onstration, or model program, to be
supported under this plan and include:

(1) The service deliverers and the ac-
tivities they will provide;

(2) The target group to be served by
each activity;

(3) The duration of each activity;,
and

(4) If training is one of the activities,
the skill(s) to be learned.

(B) Program coordination and link-
age. Describe the coordination and
program linkages, if not elsewhere de-
scribed, with programs under Title II,
Special Governor's grant; state or Fed-
eral apprenticeship agencies; statewide
activities carried out under the Career
Education Incentive Act; State courts
with jurisdiction over youthful offend-
ers and status offenders; public assist-
ance agencies; SESAs; and State, local
or post-secondary institutions includ-
ing vocational education agencies.

(iv) Management and administra-
tion. (A) Provide the organizational
chart and staffing pattern for the
plan, if not included in the master
plan.

(B) List any property item to be pur-
chased if $1,000 or more by item,
quantity, and price.

(C) Attach a Youth Program Plan-
ning Summary (YFPS) and a Youth
Budget Information Summary (YBIS).

(v) Attach copies of any comments
and recommendations received on the
plan from the appropriate labor orga-
nizations, the State apprenticeship
council, the Governor's youth council,
and the State Employment and Train-
ing Council.

(vi) The assurances and certifica-
tions for the Governor's youth serv-
ices plan and detailed instructions for
completing the requirements of the
plan are contained in the Forms Prep-
aration Handbook.

(e) Procedures for comment, modifi-
cation and approval of Governor's
youth services plan.

(1) In developing the Governor's
youth services plan, the Governor
shall establish a youth council as de-
scribed in § 6804(b) which shall report

to the State Employment and Train-
ing Council. The responsibilities of
this council shall be those described in
§ 680.4, except the references to local
agencies shall mean representatives of
State agencies who represent
statewide concerns.

(2) In submitting the Governor's
youth service plan, the procedures
specified in § 676.12 (a), (b) and (d) and
§ 677.33(a)(3) of this title shall be fol-
lowed.

(3) The approval procedures to be
followed for the Governor's youth
services plan are those specified in
§ 676.14 of this title.

(4) The modification procedures
specified in § 676.16 of this title shall
be used to modify the Governor's
youth services plan under YETlP.

Subpart B--Youth Community Conservation
and Improvement Prolects

§ 680.100 Purpose.
(a) This subpart contains the regula-

tions for the Youth Community Con-
servation and Improvement Projects
(YCCIP) under Title 1V, Part A. Sub-
parts 2 and 4 of the Act. The introduc-
tory and general provisions at Parts
675 and 676 of Title 20 and the YE'I'
regulations at Subpart A of this Part
also apply to YCCIP program, except
as indicated in this subpart. To the
extent the regulations set forth in this
subpart conflict with other regulations
promulgated under the Act, the re-
quirements contained in this subpart
shall prevail (sec. 447).

Cb) This program seeks to provide
youth, experiencing severe difficulties
in obtaining employment with well su-
pervised work in projects that produce
tangible benefits to the'community.

§ 680.101 Eligibility for funds under
YCCIP.

Prime sponsors are eligible to apply
for YCCIP funds for projects in their
area.

§ 680.10T Allocation of funds.
(a) Allocations. Allocation of funds

under YCCIP shall, be in accordance
with section 423 of the Act.

(b) Program funding estimates. The
Secretary will provide prime sponsors
with program funding estimates based
on their relative share of the State's
unemployed population.

§ 680.103 Program planning, planning and
youth councils.

(a) -Planning. The *prime sponsor
shall utilize the planning process and
planning council as described in
§§ 676.6 and 676.7 of this title and the
youth council established for YETP in
developing its annual plan subpart for
YCCIP (see. 426(c)).

(b) Additional information. The PA
may require that the additional Infor-
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mation specified below be submitted at
the same time as the Preapplication
for Federal Assistance. Where such in-
formation Is required, a decision con-
cerning the adequacy of that informa-
tion must be provided to the prime
sponsor by five (5) working days after
the submission date of the preapplica-
tion. The prime sponsor will not be re-
quired to submit such information in
its annual plan subpart. Such informa-
tion includes a description of methods
to:

(1) Solicit applications, particularly,
from neighborhood and community-
based organizations, and solicit com-
ments on the project applications
from the planning and youth councils

(2) Objectively select and rank proj-
ect applications; and

(3) Involve appropriate labor organi-
zations in the planning process.

§ 680.104 Description of the YCCIP
annual plan subpart.

(a) Each prime sponsor shall submit
a YCCIP subpart, by date established
by the RA which, when approved,
shall become part of the annual plan.

(b) The RA shall review and approve
or disapprove the YCCIP subpart
using the procedures in § 676.14 of this
title.

(c) Narrative description. The narra-
tive shall contain:

(1) Obectives and needs for assist-
ance. Using the requirements for the
YETP narrative, provide a description
of the purpose of the YCCIP program
and the target groups that will be
served.

(2) Results and benefJts. As described
in the YETP narrative requirements,
provide a description of the benefits
that will accrue to the participants
and to the community through the
YCCIP program (sec. 426 (b)).

(3) Approach.-(i) Participant re-
cruitment and eligibility. Describe, if
not elsewhere described in the Com-
prehensive Employment and Training
Plan, the mehtods that will be used to
recruit eligible YCCIP youth.

(11) Worksite supervion. CA) De-
scribe the training for worksite super-
visors and other worksite personnel in-
volved with project participants. Indi-
cate who will conduct this training
(sec.425(b)(3)); and
I (B) If the supervisor/worker ratio is
less than 1:12, provide justification
(sec. 425(b)(3)).

(ill) Program activities and services.
(A) Describe the Job training and skill
development activities that will be
available to participants. Indicate who
will deliver the training, the duration
of each training component, and the
skills to be learned (sec. 426(b)(2)).

(B) Describe plans to coordinate the
training and skill development activi-
ties with school-related programs (see.
426(b)(2)).
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(C) Pursuant to the requirements
for YE"IP, describe any activities or
services, other than project activities,
that will bi" funded under the pro-
gram.

(iv) Linkages. If the linkages, includ-
ing the Job Corps agreement, differ
for YCCIP from those described in the
YETP narrative, then provide a de-
scription of these unique linkages (see.
426(b)(1)).

(v) Project solicitation and selection.
(A) If not included elsewhere in the
Comprehensive Employment and
Traininig Plan, describe the method
used to solicit YCCIP project applica-
tions. Describe the efforts made to so-
licit applications from neighborhood
and community-based organizations;
and the method used, by program
agents to solicit applications, if differ-
ent from the prime sponso's (sec.
426(a)(1)).

(B) List or attach the criteria used to
determine which project prdposals ara
eligible for funding (sec. 426(a)(1)).

(C) Attach all project applications
approved by the prime sponsor and
the program agent and include a
ranked listing of the approved project
applications which total 100% of the
prime sponsors funding estimate (see.
426(a)(1)). Also include a ranked list-
ing of any additional approved project
applications above the funding esti-
mate.

(D) Attach all project applications
approved by program agents but not
approved by the prime sponsor and de-
scribe why these project proposals
were not approved by the prime spon-
sor (sec. 426(a)(1)).

(4) Management and -administra-
tion. (1) Describe any significant dif-
ferences in the administration, oper-
ation, and management (including or-
ganizational structure) of the YCCIP
program from the information pro-
vided elsewhere in the Comprehensive
Employment and Training Plan.

(it) Describe the results or attach
copies of any evaluation/assessment

-reports conducted on the last year's
YCCIP program which were used to
set priorities and/or determine the
programmatic goals or purposes of
YCCIP.

(Iii) Attach copies, It any, of com-
ments and recommendations received
on the YCCIP plan subpart from the
appropriate labor organizations, the
youth council, the planning council,
CBO's and LEA's.

(iv) If not included elsewhere in the
Comprehensive Employment and-
Training Plan, describe the monitor-
Lug and evaluation process for the pro-
gram.

(v) List each property item to be
purchased which costs $1,000 or more
by item, quantity, and price.

(vi) Attach a copy of the Youth Pro-
gram Planning Summary and Youth
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Budget Information Summary on thc
YCCII' program.

(5) Assurances and certifications.
The Assurances and 9;ertilications and
detailed instructions for completing
the requirements of the YCCIP
annual plan subpart are contained in
the Forms Preparation Handbook.

§680.105 Project planning process.
(a) Program specifications. In devel-

oping the program specifications,
prime- sponsors may, after obtaining
the approval of the planning and
youth councils, limit the-types of proj-
ect activities by:.

(1) Establishing limitations on. the
size and duration of all projects;

(2) Restricting projects tW specified
community needs; and

(3) Identifying specific neighbor-
hoods or geographic areas in, which
projects may be conducted.
(b) Procedures. Each prime sponsor

shall establish procedures for its own
use and the use of any program
agent(s) which will assure that poten-
tial project apllicants, 'particularly
neighborhood and community-based
organizations, are notified of the proj-
ect application process and the cut-off
date for acceptance of project applica-
tions. The method of notification may
be public hearings, public notice in the
newspapers, bulletins, or other appro-
priate media.

§ 680.106 Project application content
All project applications must contain

the following information: -
(a) Agency. Name of agency or orga-

nization applying for project funds,
type of agency (community-based or-
ganization, local educational agency)
and, if applicable, the program agent
to which it was submitted;

(b) Description of project. (1) The
need for the project in the area in
which it will be conducted and how
the project will meet the need;
- (2) The types of jobs youth are to
perform;

(3) The full-time supervisor to youth
ratio, or Its equivalent and the reason
for selecting the ratio;

(4) The qualifications-of the supervi-
sors in terms of necessary skills and
experiences, or where these are not
yet specifically identified, assurances
that supervisors will be* adequately
trained in the skills needed to carry
out the projects and in Instructing
participating youth and a description
of the method for selecting supervi.
sors; and

(5) The beginning and ending dates
of the project;
(c) Participants. (1) Identify the

number of participants to be enrolled
and their expected duration of em-
ployment, not exceeding 12 months;

(2) List the target- groups to be
served; and

(3) D6scribe the expected benefits to
accrue to participants, e.g., skills to be
obtained, othei positive terminiations
ant4cipated, academic credits to be
earned, etc;

(d) Job titles, description and ivages.
(1) The principal job title-, job de-
scriptions, and hourly wages to be
paid. If job restructuring Is to occur, a
description of the methods of the
analysis to be used, the expected re-
sults, the methods for obtaining con-
currence of appropriate collective bar-

- gaining agents, when a collective bar-
gaining agreement Is affected, and the
relevant expertise of personnel who
performed the restructuring; and

(2) The participation of appropriate
collective bargaining agents, If a col:
lective bargaining agreement wlll be
affected, with regard to Job classifica-
tions and wage rates;

(e) Administration. A description of
the project applicant's organization
(including type of organization, pur-
pose of organization), experience In
operating employment and training
programs and/or providing public
services, and a description of the ac-
counting and financial management
procedures and/or arrangefhents; and

S(f) Budget, The budget should In-
clude totals for the following line
Items:

(1) Direct program costs,
(2) Costs of participant wages and

fringe benefits;
(3) Costs of wages and fringe bene-

fits of worksite supervisors:
(4) Costs of job-related training;
(5) Costs of materials, supplies and

equipment used by participafits on the
Job; and

(6) Costs of supportive services for
participants.

§ 680.107 Project application subntisslon.
The project applicant shall submit

applications to the program agent or
to the prime sponsor, if there Is no
program agent, for Its area.

§ 680.108 Project review.
(a) Criteria. The prime sponsor shall

establish criteria to be used consistent-
ly by itself and any program agent for
evaluating and approving project ap-
plications. These criteria are subject
to review and comment by the youth
and planning councils.

(b) Itformation. Each project, In
order to be approved must:

(1) Provide tangible output and mea-
surable benefits which will accrue to
the community;

(2) Provide benefits to pprticlpants
in terms of work habits, skills, appren.-
ticeable skills, and attainment of aca-
demic credit, where applicable;

(3) Be labor intensive;
(4) Assure an adequate level of su-

pervision, taking into account the com-
plexity of the Jobs to be created;
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(5) Describe or assure adequate
qualifications for supervisors in terms
of necessary skills and experience;

(6) Assure that projects shall permit
in-school youths employed in the pro-
jects to coordinate their jobs with
classroom instruction and, to the
extent feasible, permit such youths to
receive academic credit -for their par-
ticipation in the program (sec. 427(b));
and

(7)'Assure that any person hired to.
supervise youth, shall not impede the
promotional rights of existing employ-
ees.
(c) Process. Project applications

from neighborhood and community-
based organizations of demonstrated
local effectiveness in providing em-
ployment and training services to
youth shall be considered before appli-
cations from other project applicants
are considered. Where it can be docu-
mented that a neighborhood or com-
munity-based organization does not
have the administrative capability to
run a project, or its project application
does not meet the project review crite-
ria established by the prime sponsor,
then project applications from other
than neighborhood and community-
based organizations may be consid-
ered; Provide, the same criteria are
used.

(d) Review. Program agents shall
review the project applications submit-
ted to them, approve or disapprove
them, and submit all project applica-
tions to the prime sponsor, indicating
their approval or disapproval.
(e) The prime sponsor shall Xeview

those project applications received, in-
cluding those submitted by any pro-
gram agent(s). When reviewing those
submitted by a program agent, the
prime sponsor shall give due consider-
ation to project applications approved
by the program agent.

(f) After review, the prime sponsor
shall submit all project applications to
the youth and planning councils for
comment and recommendations (sec.
426(c)).

(g) After review of any comments
and/or recommendations of the plan-
ning and youth councils, the prime
sponsor shall approve or disapprove
the project applications. The prime
sponsor, however, shall not disapprove
a project application recommended for
approval by the councils unless It has
first considered any comments and
recommendations made by the plan-
ning and youth councils and unless It
has provided the councils with a writ-
ten statement of its reasons for disap-
proval (sec. 426(c)(2)).

(h) In cases of disapproval, the
prime sponsor shall inform the project
applicant in writing of its disapproval
It shall also indicate the reasons for
the disapproval

§ 680.109 Project prioritizatlon.
Each prime sponsor shall rank, in

terms of their relative priority, ap-
proved project applications. Each
prime sponsor shall submit:

(a) A primary listing of prioritized
proposed projects not to exceed 100
percent of the program funding esti-
mate; and

(b) If additional projects have been
approved, a second listing to be consid-
ered for future funding, in instances
where:

(1) Projects submitted within the
100 percent are not acceptable to the
RA:

(2) A project Is subsequently found
to be nonproductive or is withdrawn;
or

(3) Additional funds become availa-
ble.

§ 680.110 Project activities.
(a) Each project shall provide par-

ticipants with constructive work in
terms of individual and community
benefits in such areas as, the rehabili-
tation or improvement of public facili-
ties (including removing of architec-
tural barriers which limit the access to
these facilities by handicapped indi-
viduals); neighborhood mprovements;
weatherizaton and basic repairs to
low-income housing; energy conserva-
tion Including solar energy projects,
especially those utilizing materials and
supplies available without cost; and
conservation, maintenance, or restora-
tion of natural resources of non-Feder-
al publicly held lands (sec. 422).

(b) Training provided in YCCIP
shall be directly related to the devel-
opment of specific skills needed for
the job.

§ 680.111 Agreements with project appil-
cants.

(a) Prime sponsors or program
agents shall enter Into financial agree-
ments with project applicants except
as provided in paragraph (b) of this
section.

(b) The prime sponsor or program
agent may enter into a nonfinancial
agreement with a project applicant If
there is a written agreement that
clearly Identifies the administrative
and programmatic benefits of such a
nonfinancial agreement.

§ 680.112 Program agent responsibility.
A program agent under title II may

elect to be a program agent under this
subpart. Program agents shall approve
or disapprove projects, administer the
program in their areas, and be subject
to the limitation of funds provided in
§ 680.113. The administrative responsi-
bilities described in § 677.54(b) of this
title shall apply to YCCIP program
agents.
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§ 680.113 Limitation on use of funds.
(a) Administrative costs. No more

than 5 percent of the total funds may
be used by the prime sponsor and pro-
gram agent(s) for administrative costs.
the remaining funds shall be made
available for projects.

(b) Project funds. .Of the project
funds:

(1) At least 65 percent of the funds
available shall be used for participant
wages and fringe benefits, unless ade-
quate Justification is provided in the
prime sponsor's YCCIP annual plan
subpart.

(2) No more than 10 percent may be
used by project applicants for adminis-
trative costs.

(3) Any remaining funds may be
used for project related training of
participants, project supervisors, serv-
Ice to participants, and for the acquisi-
tion, lease, or rental of materials,
equipment, and supplies.

§ 680.114 Eligibility for participati6n.
(a) Each person shall, at the time of

enrollment:
(1) Be 16 through 19 years of age, in-

clusive; and
(2) Be unemployed (sec. 422).
(b) Selection. In selecting eligible

youth, prime sponsors shall give pref-
erence to the economically disadvan-
taged.

(1) Appropriate efforts shall be
made to serve those eligible youths
who have severe handicaps in obtain-
ing employment (sec. 444(a)).

(2) A youth may not be enrolled in
ful-time employment opportunities if:

(1) The individual has not attained
the age with respect to which the re-
quirement of compulsory education
ceases to apply under the laws of the
State n which such individual resides,
except: (A) during periods when school
is not in session, and (B) where em-
ployment is undertaken in cooperation
with school-related programs award-
ing academic credit for work experi-
ence; or

(ii) The individual has not attained a
high school diploma or Its equivalent
and it is determined by the prime
sponsor that the youth dropped out of
high school in order to participate in
YCCIP (sec. 443(f)).

(C) Limitation. Each participant
shall be limited to a maximum enroll-
ment of 12 months with no more than
two terminations and reenrollments,
provided age elgibility is met at the
time of each reenrollment.

Consistent with the provisions of
§ 676.30(c), every effort should be
made to transition participants into
unsubsidized jobs or. other CLTA op-
portunities upon completion of the 12
months enrollment (sec. 428).
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§ 680.115 Earnings disregard.
Wages received by any youth un(

YCCIP shall be disregarded in det
mining the eligibility of the yout
family for, and the amount of, a
benefits' based on need under any F
eral or federally ,assisted progra
(see. 446).

§ 680.116 Supervisory personnel.
Each project shall have an adequi

number of skilled supervisors. Thi
shall be at least the ratio of 1 full-ti
supervisor to every 12 youths, unl
satisfactory justification for anotl
ratio Is provided in the prime spi
sor's YCCIP annual plan-subpart. I
pervisors shall have the skills neec
to carry out the project and shall
able to instruct participants in thi
skills (sec. 425(b)).

§ 680.117 Academic credit
Prime sponsors-shall make approl

ate efforts to encourage educatioi
agencies and post-secondary insti
tions to award academic credit
competencies participants gain fri
their particijation in the pr.ogr
(sec. 445(a)). If academic credit is i
given for work experience in YCC
projects, high school dropouts and ]
tential dropouts shall be encouraE
to return to or remain in school.

§ 680.118 Substitution for Title IIp
grams.

Programs funded under YCCIP sh
be supplementary to but not replh
programs and activities for yot
available under title H of the Act (s
421).

§ 680.119 Common general provisions.
The provisions governing modifi

tions, reallocations, maintenance
effort, rep~rting, wages, benifits, a
working conditions under YETP sb
apply to YCCIP programs.

§ 680.120 Review by the RA,. redistri
tion. ,

(a) The RA may approve projects
to 100 percent of the prime spons
program funding estimate.,

(b) The RA" shall disapprove a
project application which does i
meet the requirements of the Act, a
the regulations. RA's shall review in
vidual applications for outstand
disagreements -between appropril
labor organizations,, employers, a
prime sponsors with respect- to jo
that have been restructured. R.
shall provide in writing to the pri
sponsor an explanationfor any pri(
tlzed project applicati6nis that are
jected.

(c) Redistributiom If there are Ins
ficient approved prioritized project:
plications to equal the prime sponsc
program funding estimate, the I

shall allow the pri
ler in which to mod
er- project list. If the
h's to submit-revised
ny or submits revised
ad- which. are not a
mn shall award the un

prime sponsors w
project applicatio
RA. In States wi

ite sponsor or in Sta
,re prime sponsor wi
mne these funds within
ess of time, the RA sl
ier location procedu
on_ § 676.47 of this titl
Su-

[me sponsor 30 days be implemented. These will cover
dify the prioritized entire jurisdictions or neighborhoods.
prime sponsor fails In order to test a number of innova-
project applications tive approaches authorized by the Act
project applications and to get a wider geographic spread,
pprovable, the RA a somewhat larger number of Tier II
iused funds to other projects will be funded, demonstrating
ithin the State for specific innovative entitlement ap-
ns approved by the proaches. These projects might cover
th only one prime only the area' served by a particular
tes where no other school or small school district.
.1 be able to spend (d) To make sure that Entitlepient
a reasonable period Projects would be selected and operat-

hall initiate the real- ed as a national experiment, with the
res set forth in necessary flexibility to develop and
e. test new and improved ideas, Congress

did not authorize the Secretary to al-
. locate funds to, CETA prime sponsors

• h, ftwmiiira Tnd-pn .i '.hp pr~irtnrv nf
be Subpart D-Youth Incentive Entitlement Pilot
se Projeds,

§ 680.300 Scope and purpose of subpart.
(a) This subpart contains the regula-

tions governing the Youth Incentive
al Entitlement Pilot Projects (Entitle-
u- ment Projects) under Title IV, Part A,
Dr2 Subpart 1 of the Act.' The Youth In-
m centive Entitlement Pilot Projects
n were established by Title II of the
t 'Youth Employment and Demonstra-

:P tion Projects Act (YEDPA) of 1977.
0- (b) The basic purpose of the Entitle-
ed ment Projects is to test the experimen-

tal idea of guaranteeing jobs, or in
some cases a combination of 'jobs and

to- training, to economically disadvan-
taged youth. The program will operate

L11 only on certain prime sponsor areas,
De or portions of prime sponsor areas,
th chosen by the Department of Labor.
:c. Within those areas during the school-

year, otherwise unavailable part-time
employment, or a combination of part-
time employment and training, will be

a- guaranteed to those economically dis-
of advantaged youth between the ages of
id 16 to 19 inclusive, who are in second-
Lll ary school or who -are in a program

leading to a certificate of high school
equivalency. In addition, In those same

u- areas during 'the summer, otherwise
unavailable full-time employment, or a

up combination of part-time employment
rs and training,- will be guaranteed to

economically disadvantged youth, be-
iy tween the ages -of 16 to 19- inclusive,
ot who are in a secondary school or who
id are in 'a program leading to a certifi-
i- cate of high school equivalency. (Sec.
ig 416(a)).
te (c) Congress mandated that the enti-
id tlement approach be rigorously tested
bs under varying geographic, economic,
L's and other circumstances. Because of
ne the high cost 'of guaranteeing year-
ri- round jobs to all In-school disadvan-

taged youths, only a limited number
of demonstrations can be undertaken

if-' with available funds. In order to test
p- whether jurisdictions can feasibly im-
r's plement substantial programs, only a
',A limited number of Tier I projects will

Labor is required to determine how
many Entitlement Projects are to be
established and where they should be
located.

§680.301 Regulations governing entitle-
ment projects; definitions.

(a) The regulations governing Enti-
tlement Projects shall be those in this
subpart. The general provisions at
Part 676 of this title shall also apply
to Entitlement Projects. However, to
the extent a regulation in this subpart
conflicts with a regulation at Part 676
of this title, the regulations in this
subpart shall prevail.

(b) Definitions for terms used In this
subpart may be found at § 675.4 of this
title, except as stated within this sub-
part.

§ 680.302 Funding of entitlement projects.
(a) Of the funds, available under this

subpart, the Secretary shall reserve a
portion of the funds for research.
technical assistance, consultants, and
other appropriate purposes.

(b) The Secretary shall use the re-
maining funds under this subpart to
fund selected Entitlement Projects.

§ 680.303 Eligibility for funds.
All prime sponsors under Title II of

the Act shall be eligible to apply for
Entitlement Project funds.

§ 680.304 Entitlement project application
process (general).

(a) The Entitlement Project applica-
tion consists of two steps, a preappllca-
tion procedure and a final application
procedure..

(b) Selected projects -have been fi-
nanced to start in January 1978.

§ 680.305 [Reserved]

§ 680.306 Submittal of preapplications.
(a) Prime sponsors planning to

submit a preapplication for an Entitle-
ment Project are requested to send a
letter of such intent to the Employ-
ment and training Administration
(ETA) national office. A copy of the
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letter shall be sent to the appropriate
Regional Administrator.

(b) The prime sponsor's preapplica-
tion is to be submitted as follows:
.(l) Five copies are to be sent to the

Regional Administrator of the appro-
priate ETA regional office (none need
to have original signatures).

(2) One signed original and 14 copies
are to be sent to the ETA national
office.

§ 680.307 Preapplication specifications.
.This section sets forth the types of

information and data to be provided in
the prime sponsor's preapplicaton.
The preapplication should clearly indi-
cate whether it is for Tier I or Tier II
project.

(a) The following information,
which may be obtained from the ap-
proved Master Plan, shall be provided
with respect to the prime sponsor

(1) (i) Geographic and political
boundaries;

(ii) Most recent population survey
data, by age, race, and sex;

(iii) Most recent data on poverty
levels in the area, by age, race, and
sex;

(iv) Labor force data including em-
ployment and unemployment figures
by age, race, and sex; and

(v) Principal characteristics of the
labor market (size of major industries,
growth, trends, etc.)

(2) Information on the following
items should be based on the prime
sponsor's best estimates using the 1970
census and.updates, the Office of Edu-
cation Survey of Income and Educa-
tion, and local school data.

(i) The size of the eligible youth
population (16-19 years old, economi-
cally disadvantaged as defined in
680.316(a)(4) with no high school di-
ploma or equivalent).

(ii) Breakdown of the eligible youth
population showing those currently in-
school and out-of-school, and for each
of these groups, the total employed
(part-time, full-time), unemployed,
and not in the labor force.

(b) Proposed Entitlement Area.-(l)
General (i) Preapplications must iden-
tify the geographic area to be desig-
nated as the Entitlement Area. The
Entitlement Area must be a discrete
geographic area which can be delineat-
ed by a single set of boundaries on a
map.

(ii) The Entitlement Area for Tier I
projects must contain at least 3,500
and no more -than 12,000 eligible
youth. For Tier EI projects, the Enti-
tlement Area must include 1,500 or
less eligible youth. Prime sponsors
sponsors may propose to administer an
Entitlement Project under Tier I in an
area with more than 12,000, or under
Tier 11 in an area with -more than
1,500 eligible youth provided they
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promise to finance 100 percent of the
extra costs.

(iI) For Tier I projects, it is prefer-
able that the geographic boundaries of
the Entitlement Area coincide with
the boundaries of the public secondary
school system or an Identifiable sub-
part, of that system to minimize the
number of eligible youth residing In
the Entitlement Area who attend
public schools located outside the En-
titlement Area.

(v) In designating the Tier I Entitle-
mentArea, prime sponsors should con-
sider locating primarily in that area,
for example, by including low-residen-
tial commercial districts as part of the
Entitlement Area.

(2) Information requested. If the En-
titlement Area is different from the
prime sponsor's Jurisdictional area,
the information requested in para-
graph (a) of this section should also be
submitted for the Entitlement Area.

(c) Estimated Job Demand in the En-
titlementArea.-() General. Since em-
ployment opportunities must be pro-
vided to all eligible youth in the Enti-
tlement Area, it Is critically Important
to estimate the number of eligible
youth who seek Jobs. The estimate
must consider not only unemployed in-
school youth, but those not looking
for jobs who would take them If avail-
able, those who would choose in-
school project jobs over possible em-
ployment alternatives, and those not
currently in school who would return.

(2) Information Requested. Estimate,
by the best available, data, the
number of youth who will seek entitle-
ment jobs. Describe the estimation
methodology.

(d) Schools in Entitlement Area.-(l)
General. The pre-application shall de-
scribe the public and private second-
ary school systems attended by project
eligible youth residing in the proposed
Entitlement Area.

(2) Informtion Requested. For each
public and private school system, pro-
vide:

(I) A description of the organization
and administration of the secondary
school system;

(ii) An Identification of the propor-
tion of the Entitlement Area's eligible
secondary school population who are
attending schools in the Entitlement
Area;

(il) A list of the names and address-
es of the secondary schools (Grades 9-
12) located In the Entitlement Area,
and for each such secondary school:

(A) Identification of the most recent
and reliable data on total pupil popu-
lation, total pupil population of
youths eligible for the Entitlement
Project and school dropout rates. The
information on dropout rates should
be as detailed as possible and describe
the method by which these rates were
calculated;
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(B) A description of current formal-
ized workstudy, gooperative and -spe-
cial career-education programs, and

- the numbers enrolled; and
(C) A description of notable special

programs already being undertaken
for economically disadvantaged youth
to promote retention in, return to, and
completion of school, including alter-
native education and programs; and

(v) One or more maps of the pro-
posed Entitlement Area which are
marked in order to clearly;,

(A) Delineate the geographic bound-
aries for each school system in the En-
titlement Area;

(B) Identify the street location of
each public and private secondary
school in that area; and

(C) Show the attendance zone for
each public secondary school

(e) Description of Existing Youth
Programs. Each pre-application shall-

(1) Describe the prime sponsor's ex-
isting Part 677 programs for the 16-19
year old youth population. The de-
scription should include funding levels
and numbers of participating youth,
separately calculated for each of the
program activities listed below. To the
extent possible, actual funding levels
and numbers of youth served should
be provided for Fiscal Year 1977 and
planned figures for Fiscal Year 1978.
Where applicable, the number of
youth being served, in each category
should be broken out between in-
school and out-of-school participants.

(I) Classroom training;,
(11) On-the-job training;
(i) Public Service employment;
(iv) Work experience; and
(v) Summer Youth program.
(2) To the degree possible, also de-

scribe the programs to be funded and
number- of youth to be served under
subparts A and B of this Part.

(3) Provide the best possible dollar
estimates of CETA youth program op-
erations in the Entitlement Area in
Fiscal Year 1977 and the level in
Fiscal Year 1978 not counting Entitle-
ment funds.

(4) Describe how current CETA
youth program will complement and
be integrated with the Entitlement
project; and

(5) Describe any innovative or model
program in the prime sponsor area
which would indicate a unique capac-
ity to fulfil responsibilities under the
Entitlement Project.'

(f) Innovative Approaches--(1) Gen-
eral. (I) Prime sponsors may test a va-
riety of innovative employment and
training approaches within the larger
context of the Entitlement program.
These approaches should not cover an
entire Tier I project, of which the
basic purpose is to test the Entitle-
ment notion itself, but may be used as
a component of Tier I projects. Tier II
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projects should include one or more of
the following innovative approaches:

(A) The use of subsidies to private
for-profit employers to encourage such
employers to provide employment and
training opportunities;

(B) Arrangements with unions to
enable eligible youth to enter into ap-
prenticeship training as, part of the
employment entitlement;

(C) Inclusion of economically disad-
vantaged youth between the ages of 19
and 25 who, have not received their
high school diploma or equivalent;

(D) Inclusion of occupational and
career counseling, outreach, career ex-
ploration, and on-the-job training as
part of the employment entitlement;

(E) Inclusion of youth 'under the ju-
risdiction of the juvenile or criminal
justice system with the approval of
the appropriate authorities.

(ii) The Department of Labor is es-
pecially interested in receiving propos-
als concerning the use of Entitlement
funds to promote completion of high
school of young imwed mothers.

(iii)'Prime sponsors may propose to
undertake other innovative ap-
proaches provided adequate justifica--
tion is provided in their pre-applica-
tions.

(2) Information Requested. Pre-ap-
plications shall describe innovative ap-
proaches, identify'how these will be
implemented and administered, de-
scribe the area in which these would
be implemented, and estimate the size
of the eligible population that would
be involved.

(g) Project Organization and Admin-
istration.-(1) General. (1) Because of
the size and complexity of the Entitle-
ment Projects, a single governmental,
private nonprofit, or -educational
agency should be designated to assume
overall management responsiblity for
program operations, including coordi-
nating participant recruitment, work
site development, operational relation-
ships among schools, training activi-
ties and support services, program
monitoring, report preparation, and
maintenance of management informa-
tion. The prime sponsor may delegate
this .responsibility.

(ii) For the Entitlement Project, the
entire youth participant payroll shall
be centrally administered by the prime
sponsor or its delegatee management
agency. Finally, since this is a demon-
stration project, extensive research,
monitoring, and evaluation must be
carried out by the prime sponsor
under the supervision of, the Depart-
ment of Labor.

(2) Information Requested. (i) Iden-
tify the responsible management
agency and describe its proposed staff-
ing structure for the Entitlement Proj-
ect, its previous experience with em-
ployment and training programs, its
specific capabilities for managing the
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Entitlement Project, and, if other
than the prime sponsor, its relation-
ship to the prime sponsor.

(ii) Indicate whether theprime spon-
-sor or a management agency will ad-
minister the payroll and explain the
rationale for the choice..

(iII) Indicate procedures which will
be used for monitoring program oper-
ations.

(iv) Provide an assurance from the
prime sponsor that it will cooperate
-fully in the design, implementation,
and" evaluation of the Entitlement
Project.

(h) Recruitment-(1) General. The
"Entitlement'! 'concept can only be
meaningfully tested if eligible youth
are aware of the'program. Therefore,
prime sponsors shall provide informa-
tion and do active outreach with re-
spect to potential participants.

(2) Information Requested. The pro-
cedures for informing, referring, re-
cruiting, and determining eligibility of
participants (both in-school and out-
of-school) should be detailed, includ-
ing identification of the private and/
or public agencies to be utilized for
this purpose. Particular reference
should be made to the proposed role
of the State Employment Service with
respect to these functions. Special ef-
forts shall be made to recruit youth
from families receiving public assist-
ance (Sec. 418(a)(4)(L)).

(i) Work-Site Development-T1(1)
General (i) The employment or combi-
nation of employment and training
'guaranteed under this program is in-
'tended to be year-round with no limi-
tation on the period of enrollment.
However, this guarantee shall not
exceed 20 hours per week for each
youth employed- during the school
year nor 40 hours per week during the
summer. During the school year, the
guarantee must extend for at least 6"
months and during the summer for at
least 8 weeks. This guarantee shall not
be provided to each 'youth for less
than 10 hours per week during the
school year and not less than 30 hours
per week during the summer. Prime
sponsors may also allow youths to
work 40 hours a week during school
year break of' 6 consecutive school
days or more. However, the minimum
paid program time guarantee does not
apply to school year breaks 'of 5 con-
secutive days or more.

(ii) The opportunities guaranteed
may take any of the forms specified in
Section 417 of the Act, and are guar-
anteed to an eligible youth only so
long, as the youth remains enrolled in
high school or in a certified or ap-
proved high school equivalency pro-
gramn. Out-of-school youth must
return to school or enter an equiva-
lency program in order t6 be eligible
for the employmernt guarantee.

(iii) Based on estimates of the
number of eligible youth who will seek
employment in the Entitlement Proj-
ect, the prime sponsor should plan for
a larger number of Jobs as a cushion in
case the estimates are too low. The
concept of an entitlement must be
maintained; therefore, make work Jobs
for unexpected numbers of applicants
are not permissible. In Tier I projects,
jobs must be primarily located In the
Entitlement Area.

(iv) Emphasis in work site develop-
ment shall be placed on jobs having
careful supervision and which provide
youth with structered, productive
work settings: Jobs shall be designed
to introduce youth to the habits of
work: Prime sponsors should make
every effort to create new and differ-
ent job' classifications, occupations,
and restructuied jobs; (Sec 418(a)(3))

(2) Information Requested. (1) The
types and locations of jobs;

(I!) What'phase-in, If any, would be
necessary;

(liI) Anticipated work site (hiring
agent) administration and supervisory
structure for Its role in Entitlement;

(iv) Types of' hiring agencies (gov-
ernment, nonprofit, education institu-
tion, private); and

(v) Procedures to assure that re-
structured job proposals will be dis-
cussed with appropriate labor organi-
zations for existing jobs.

(j) Training Support Services-(1)
General. (i) The basic inteht of Enti-
tlement Projects is to provide employ-
ment. Training and support services,
however, may ,be provided. For the
purpose of planning, it should be as-
sumed that a participant will spend
most of paid program time engaged in
direct job performance at the work-
site.

(ii) Any training that Is conducted
during paid program time should be
directly related to the participant's
specific work assignment.

(iii) Participants are to be paid for
time spent In training in accordance
with § 676.26.

(iv) Participants shall not be paid for
time spent in supportive services (as
defined in § 676.25(e)(3).

(v) Prime sponsors are discouraged
from paying 'or staff and overhead
costs for training and support services
out of Entitlement funds. Prime spon-
sors should use funds from other
sources to cover these costs.

(2) Information Requested. Identify
and describe the nature and extent of
any proposed training and services,
how these will relate to the proposed
jobs, and the organizations and funds
that will provide them.

(k) Entitlement Project-School Rela-
tionship. Each pre-application shall:

(1) Describe planned cooperation be-
tween public and private secondary
school system officials and the prime
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sponsor. At a minimum, the applica-
tion should include written statements
from school officials indicating their
agreement to:

(i) Assist in participant (including
dropout) recruitment and eligibility
determinations;

(ii) Cooperate in the ongoing moni-
toring of enrollment and academic and
attendance requirements; and

(iii) Provide necessary information
for effective project management and
evaluation;

(2) Describe special procedures and
actions that will be taken to facilitate
the return of school dropouts.

(3) Identify area agencies which
offer high school equivalency pro-
grams and provide agreements compa-
rable to those described above for
school systems.

(1) Commitment of Local Institu-
tions and Organizations.-(1) General.
(i) Prime sponsors shall consult with
the appropriate labor organizations in
developing restructured andlor newly
classified jobs during the pre-applica-
tion stage.

dii) Sec. 418(a)(4)(D) of the Act also
requires that prime sponsors consult
and work with a number of other local
institutions and organizations in plan-

-ning and -implementing Entitlement
Projects, including law enforcement
and judicial agencies, youth groups,
State and local public assistance agen-
cies, community-based organizations,
the private sector, and the State Em-
ployment - Service. Arrangements
should be made with all appropriate
groups during the pre-application
period to obtain their assistance in im-
plementing the program.

(2) Information Requested. The pre-
application should contain letters of
intent to cooperate from appropriate
labor organizations, government offi-
cials, the State Employment Service,
and other local organizations, associ-
ations or agencies involved with the
eligible youth population.

(m) Date Collection System-Cl)
General. It is anticipated that the na-
tional evaluation of Entitlement Pro-
jects will rely heavily on existing
CETA and school system data collec-
tion -systems. Effectively operating
systems, therefore, are of great impor-
tance.

(2) Information Requested. (I) De-
scribe the currently operating prime
sponsor data collection and processing
systems, indicating whether the
system is automated or manual the
types and availability of information
kept on individual participant,and the
typical lag-time between a partici-
pant's enrollment or status change
and the availability of that Informa-
tion in the data system.

(ii) Describe data system reports, if
any, which may be appropriate for the
Entitlement program that are used for

prime sponsor management purposes,
but which differ from the regular re-
ports on program and financial per-
formance required by the CETA regu-
lations for other CETA programs, indi-
cate the frequency of their produc-
tion.

(liI) Describe the currently operating
data collection systems used by the
secondary school systems In the pro-
posed Entitlement Area with respect
to student enrollment, attendance,
performance and dropouts.

(n) Budget-(1) General- Costs shall
be estimated for the period January
1978, through June 1979 (or the end of
the 1978-79 school year. Whichever
comes first). Prime sponsors should
commit funds available under other
programs (in particular, fuhds under
Titles II and IV of the Act) to the En-
titlement Project.

(2) Information Requested. The pre-
application shall specify separately
the amount ot Entitlement funds and
non-Entitlement funds proposed to be
used, broken down by the following
cost categories:
(1) Administration:
(A) Personnel; and
(B) Nonpersonnel;
ii) Allowances;

(Ill) Wages;
(A) School year; and
(B) Summer,
(iv) Fringe benefits;
(v) Worksite supervisor salarles
(A) School year;, and
(B) Summer;,
(vi) Work site expenses;
(A) Equipment; and
(B) Supplies;(vii) Training, and

(viii) Services

§ 680.308 Selection of final applicants.
(a) Pre-Application review criteria.
(1) The following basic criteria shall

be used to evaluate both Tier I and
Tier II pre-appicatons:

(I) Quality and thoroughness of doc-
umentation required by § 680.307;

(UI) Managerial, administrative, oper-
ating, and fiscal capability of the
prime sponsor and, if applicable, the
designated management agency;

(iii) Level of commitment of other
resources to the Entitlement Project,
especially funds under Titles II and IV
of the Act;

Civ) Degree to which the Entitlement
project will be integrated with local
education, career development, and
employment and training programs
for economically disadvantaged youth:

(v) Commitment of cooperation and
participation from local school s~s-
tems, labor organizations, and other
local groups;

(vi) The prime sponsor's and. if ap-
plicable, the managing agency's previ-
ous experience in administering in-
school employment programs and

career education and special programs
for dropouts;

(vil) Proposed total cost, unit cost,
and cost structure;- and

(viii) Commitment and ability to sat-
isfy the data needs required by the re-
search and demonstration character of
the Entitlement program:

(2) The following criteria shall be
used to evaluate all pre-applications
but shall have greater importance for
Tier I pre-applicattons.

(1) Estimated rate of eligible youth
participation within the proposed En-
titlement Area; and

(ii) Capability of proposed local
worksltes to provide employment and
training opportunities of sufficient
quantity and quality to satisfy the ob-
Jectives of the Entitlement program;

(3) The following criteria shall be
used to evaluate all pre-applications
but shall have "greater importance for
Tier II pre-applications:

(i) The extent to which quality work
sites are proposed which include new
and different Job classifications, occu-
pations, or restructured Jobs; and

(i) The quality and feasibility of
proposed innovative approaches such
as those listed in Section 418(b) of the
Act.

(b) Each ETA regional office shall
review pre-applicatons submitted by
prime sponsors in Its region, particu-
larly those parts of the pre-applica-
tions which deal with managerial and
administrative capability and fiscal
and operational effectiveness. In
making this review, each regional
office shall take into account the
prime sponsor's past performances
with respect to other CETA programs.

(c) After regional office review, the
Assistant Secretary for Employment
and Training may make use of an im-
partial Review Panel to review each
pre-application and the comments of
the regional offices in accordance with
the criteria set forth in paragraph (a)
of this section, and to make recom-
mendations to the Assistant Secretary
for Employment and Training.

(d) The Assistant Secretary will
review all the pre-alIplications and
shall select final applicants based on
the criteria set forth in paragraph (a)
of this section taking into account any
Review Panel recommendations and/
or regional office comments. The As-
sistant Secretary shall select final ap-
plicants from areas with different
socio-economic and regional circum-
stances such as different unemploy-
ment rates, school dropout rates,
urban and rural variations, size and
other such factors designed to test the
efficacy of a youth job entitlement in
a variety of different locations and cir-
cumstances (See. 418(a)(1)). Pre-appli-
cants not selected shall be notified in
writing of their nonselection the rea-
sons therefor, and that further docu-
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mentation on their nonselection will
be made available to them on written
request.

§ 680,309 Planning grants.
(a) The Assistant Secretary shall

notify selected final applicants in writ-
ing of the reasons for their selection,
emphasizing the particular experimen-
tal aspects of their pre-applications
which the Assistant Secretary judged
especially meritorious.

(b) The Assistant 'Secretary shall
award planning grants to the final ap-
plicants so that they can develop their
grant applications along the lines ini-
tially set out in the approved pre-ap-
plication.

(c) If, at the time of the planning
grant, or during the planning phase,
the final applicant determines that it
is unable to develop -its final applica-
tion along the authorized lines, the
final applicant shall notify the Assist-
ant Secretary in writing immediately.

§ 680.310 Final application process.
(a) Every final application shall con-

tain, in detail the information re-
quired by §§ 680.311-680.314,

(b) Only those prime sponsors which
are selected to receive planning grants
under § 680.309 shall be eligible to
sumbit final applications.
§ 680.311 Program operation-related docu-

mentation. I
Each final application shall include

the following items:
(a Descriptions of all additions,

changes, and clarifications to the ma-
terials submitted in the preapplica-
tions,, especially those materials re-
quested by ETA as a result of its
review of the preapplication; -

(b) Descriptions of which of the fol-
lowing groups of youth, if any will be
considered by the prime sponsor to
"reside" in the Entitlement Area and
therefore be eligible (if otherwise eligi-
ble) for program participation:

(1) Youths confined in prisons or
other correctional institutions in the
area;

(2) Youths in area hospitals, drug re-
habilitation centers, half-way houses,
etc.; and

(c) How the enrollment eligibility
criteria and procedures will be applied
to any of .these or other groups of
youth in institutional "residences" se-
lected to be included in the program.
Each such institutional "residence" in-
cluded in the program shall be listed
and briefly described;

(d) The procedures for verification
and reverification of eligibility criteria
and the method by which these will be
implemented, and how the eligibility
criteria and verification procedures
will be explained to participants at the
time of enrollment;
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(e) Proposed policies for defining
good cause for the rejection of a job or
other nonparticipation by a partici-
pant; proposed procedures and timeta-
bles for making another job offer in
such cases; and proposed procedures
for the resolution of grievances;

(f) In detail, proposed standards for
determining satisfactory performance
including policies on attendance and
lateness on the job or at training, sus-
pension and termination policies and
procedures; and the procedures and
staff responsibilities for monitoring
program performance;

(g) Agreements obtained. from par-
ticipating schools and high school
equivalency (GED) programs indicat-
ing their willingness to provide a
monthly status report for each partici-
pant certifying the participant's com-
pliance or nohcompliance with the
school's or GED program's minimum
academic and attendance require-
ments, including, from each participat-
ing secondary school and GED pro-
gram a description of the standards
and policies for determining its mini-
mum academic and attendance re-
quirements;

(h) All worksites, proposed wages,
and proposed employment and train-
ing opportunities;

(i) Proposed procedures for comply-
ing with the Family Education Rights
and Privacy Act;, include agreements
with school systems with respect to
this item; and

(j) (1) Payroll, audit, and other fiscal
procedures;

(2) The current prime sponsor ac-
counting and reporting system, with
attention to the requirement6 of this
subpart; and the current system for al-
locating personnel charges to multiple
funding sources;

(3) The system used to requisition
for, periodic advances or reimburse-
ments used for existing DOL funded
programs.-If the system is a Letter of
Credit, indicate the average number
and amounts of cash requests for the
last 6 months; and

(4) The fiscal organization and staff-
ing, internal controls, and other proce-
dures for fiscal integrity and account-
ability. Attach: '-

(i) A copy of any Management Agen-
cy's last Certified Financial State-
ment;

(ii) A copy of the last DOL audit,of
the Prime Sponsor along with re-
sponse and further documentation re-
garding the outcome of open items;
and

(iII) Copies of payroll accounting,
and financial forms relevant to the
Entitlement program.

§ 680.312 Program budget- Estimated
costs.

Each final application shall describe
program expenses whether proposed

to be paid from Entitlement, other
CETA, or other funds in sufficient
detail and with sufficient justification
to show the basis and rationale for the
estimates and calculations. All
budgetary material shall be orga-
nized by four-categories of expense:
Program Management, Participant
Costs (wages and allowances), Work
Site Supervision and Expenses and
Training. Each of these major catego-
ries shall be subdivided Into personnel
and nonpersonnel costs. With respect
to each major category and subcate-
gory, the final application shall indi-
cate which of the estimated costs are
to be paid directly by the Prime Spon-
sor or its designee managment agency,
and which are to be paid under agree-
ments with subcontractors and ven-
dors.

§ 680.313 Agreements.
- Each final application shall include

-all agreements which the prime spon-
sor has entered Into for the purpose of
the Entitlement program. These
agreements shall include:

(a) All wage agreements entered into
pursuant to § 680.319(a);

(b) An agreement with the State
Employment Service agency;

.(c) Agreements with every public,
private nonprofit, and private-for-
profit school in the Entitlement proj-
ect area which is attended by eligible
youths, and, to the extent feasible and
appropriate, with every such school
outside the Entitlement Project Area
which eligible youths from the Enti-
tlement Project area attend;

(d) Agreements with all agencies,
schools, and institutions in the Enti-
tlement Project area which will offer,
under the program, courses which
result in a certificate of high school
equivalency, and to the extent possible
and appropriate, with similar entities
outside the Entitlement Project area
which are open to eligible youths from
the Entitlement Project area;

(e) *All on-the-job training, employ-
ment guarantee and other agreements
entered into with private nonprofit
and for-profit employers;

(f) Any agreements with unions with
respect to apprenticeship training; and

(g) Any other agreements entered
into in order to run the Entitlement
program.

§ 680.314 Assurances and certifications.
Each application shall contain an as-

surance that the prime sponsor, in op-
erating its Entitlement Project, will
comply with the Master Plan includ-
ing Assurances and Certifications in
the Master Plan and with the follow-
ing additional assurances:

(a) Compliance with Title IV, Part
A, Subpart 1 of the Act, with other ap-
plicable provisions of the Act, and
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with the regulations in this subpart;
and

(b) Compliance with the Hazardous
Occupations Orders issued pursuant to
the Fair Labor Standards Act and set
forth at 29 CFR 570.50 et seq. with re-
spect to the employment of youths
under 18 years.of age.

§ 680.315 Review of final applications; Se-
lection of Projects.

(a) The review of final applications
will take into account the requirement
of sec. 418(a)(1) of the Act that prime
sponsors selected to operate Entitle-
ment projects be "from areas with dif-
fering socioeconomic and regional cir-
cumstances such as differing unem-
ployment rates, school dropout rates,
urban and rural variations, size, and
other such factors * * "

(b)(1) To implement sec. 418(a)(1),
the Tier I final applications shall be
separated into three classifications:

(i)- Classification No. 1-Metropoli-
tan cities where the Entitlement Area
.encompasses only a portion of one or
more local political jurisdictions (units
of general local government)

(ii) Classification No. 2-Non-metro-
politian areas (primarily rural areas)
where the Entitlement Area encom-
passes a number of complete local po-
litical jurisdictions (units of general
local government)

(iii) Classification No. 3-Metropoli-
tan cities or counties where the Enti-
tlement Area encompasses one or
more complete local political jurisdic-
tions (units of general local govern-
ment).

(2) Each Tier I final application
shall be reviewed only in competition
with others within its classification.
Within each classification, each appli-
cation will be ranked against the
others in the classification with re-
spect to each of the Tier I project cri-
teria described in paragraph (d) of this
section.

A composite of the separate rank-
ings with respect to each criterion
shall be used to determine the final
overall ranking of applications in each
classification.

(c) Overall ranking will be made of
all Tier H final applications using the
Tier H project criteria described in
paragraph (d) of this section.

(d) Final applications shall be re-
viewed against the following criteria.
The first fouk criteria, equally weight-
ed,, shall be used to review Tier I pro-
jects. All five criteria, equally weight-
ed, shall be used to review Tier 11 pro-
jects.

(1) Management capability, feasibil-
ity and commitment. This criterion
will take into account:

(i) Managerial, administrative, and
operating capability of the designated
management agency;,

(ii) Operational and management
feasibility of the proposed Entitlement
Area;

(ill) Commitment of cooperation and
participation from local schools, GED
programs, labor organizations, and
other interested local groups.

(2) Operational plans. This criterion
will take into account:

(I) Prime sponsor's estimated youth
participation rate and plans for re-
cruiting the eligible population, in-
eluding procedures for ve;lfylng eligi-
bility criteria;

i) Nature and quality of worksites,
including proposed supervisory struc-
ture; ,

(liI) Procedures for review, control,
and coordination of all operational
components.

(3) Financial system and program
data system quality and commitment
This criterion will take into account-

(i) Quality of procedures and sys-
tems to be used to comply with pay-
roll, fiscal and accounting require-
ments;

(ii) Commitment and ability to satis-
fy data collection and reporting needs
required by the research demonstra-
tion pharacter of the Entitlement pro-
gram.

(4) Quality of budget and resources
commitment. This criterion will take
into account:

(i) Analysis of proposed budget in
terms of total cost, unit cost, and cost
structure;

(ii) Level and nature of commitment
of other local resources to the pro-
gram, including the degree to which
the Entitlement program will be inte-
grated with existing local programs.

(5) Innovative features. This crite-
rion will take into account the quality
and feasibility of the innovative ap-
proaches of the Tier II Entitlement
projects.

(e) Each ETA regional office shall
review the final applications submit-
ted by prime sponsors in Its region to
identify (1) any inaccuracies in esti-
matei concerning planned use of other
local funding resources, and (2) any
mistakes of fact.

(f) The Assistant Secretary for Em-
ployment and Training may utilize a
review panel to consider the Tier I and
Tier II final applications, the results
of onsite reviews and regional office
assessments. If a panel is used, the
panel shall provide rankings to the
Department of Labor as described in
this section, and shall make Entitle-
ment project recommendations to the
Assistant Secretary based on these
rankings and the requirements of sec.
418(a)(1) of the Act.

(g) The Assistant Secretary has
made final selection of the Entitle-
ment projects as of January 10, 1978.
based on the specifications set forth in
paragraphs (a), (b), (c), (d), and (e) of

this section and on the recommenda-
tions of the panel. Final Tier I selec-
tions will include not more than two
Classification No. 1 areas, one Classifi-
cation No. 2 area, and two or three
(depending on available resources)
Classification No. 3 areas as described
in paragraph (b) of this section The
number of final Tier II selections has
depended on the cost of selected pro-
jects in relation to the available re-
sources. Applicants shall be notified in
writing of their, selection. Those who
will have not been selected shall also
be notified and justification for nonse-
lection will be available upon request.

§ 680.316 Eligibility of participants.
(a) Every youth who resides in the

geographic area of the Entitlement
Project shall be entitled to participate
in the program provided that, at the
time of application and selection, the
youth provides documented evidence
which shows that:

(1) The youth is aged 16-19 inclu-
sive. unless the Department has au-
thorized the prime sponsor to adminis-
ter an Entitlement Project for youths
between 19 and 25 years of age;

(2) The youth has not received a
high school diploma or certificate of
high school equivalency;

(3) The youth has resided in the En-
titlement Project area for 30 days.
Newly discharged veterans however,
are exempt from the 30 day residency
requirement;

(4) The youth is economically disad-
vantaged. For purposes of this sub-
part, economically disadvantaged shall
mean that the youth:

(i) Either constitutes a family of
one, or is a member of a family. -

(i) And receives cash welfare pay-
ments under a Federal, State or local
program, or whose income is at or
below the poverty level as determined
by the Office of Management and
Budget (OMB).

For the purposes of this paragraph,
a "family" is as defined in § 675.4 of
this title, and the term "family
income" is as defined in § 675.4 of this
title. Family income shall be comiputed
pursuant to § 675.4 of this title except
that earnings received by a youth
under Title IV shall be disregarded in
computing family income. In the case
of newly discharged veterans, income
received whilein military service shall
be disregarded in computing family
income; and

(5) The youth is:
(i) Enrolled in and attending a State-

certified secondary school program
leading to a high school diploma, or
enrolled in such a program scheduled
to begin within 30 days of the Youth's
Entitlement program enrollment; or

(ii) Enrolled in and attending a certi-
fied or approved program leading to a
certificate of high school equivalency
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(GED), or enrolled in such a pr&gram
scheduled to begin within 30 days of
the Youth's Entitlement program en-
rollnent..

(b) If the youth is under the juvenile
or criminal justice system, the appro-
priate authorities must approve the
youth's participation or continued par-
ticipation In writing.

c) The citizenship provisioit, of
§ 675.5(b) of this title shall apply to
the Entitlement program.

(d)(1) No otherwise eligible, youth
shall be excluded from participation
because of any mental or physical
handicap unless a qualified physician
or psychologist certifies that. the
youth Is mentally or physically incapa-
ble of obtaining a' high school diploma

.or certificate of high school equiva-
lency.

(2) All otherwise eligible mentally or
physically handicapped youths who
are not certified as provided in para-
graph (d)(1) of this section, are enti-
tled to participate in the program. The
prime sponsor must take every step
necessary to insure that such youths
can participate. The prime sponsor
may not segregate such youths from
regular program activities, but must
redesign these activities to ensure par-
ticipation. I I

,(e) Section 418(a)(4)(I) of the Act
prohibits a youth from taking a job
under this subpart if his or her rela-
tive has responsibility for hiring per-
sons into that job. Therefore, prime
sponsors shall assure that eligible
youths are not placed in jobs by their
relatves.

(f) Since Jobs during the school year
must last at least 6 months, and jobs
in the summer must last at least 8
weeks, no youth" may be enrolled in
the program if the grant will end
before the youth can complete the re-
quired period of employment unless
there are sufficient funds to maintain
that youth for the minimum guaran-
teed period of employment.

(g) A participant reaching 20 years
of age while in the program may
remain in the program only until the
participant completes either 8 weeks
of full-time summer employment or 6
months part-time school-year employ-
ment. If upon reaching the 20th birth-
day the participant has already com-
pleted either 8 weeks of full-time
summer employment or 6 months of
part-time school-year employment, the
participant shall be immediately ter-
minated from the program. For ,pro-
Jects that are serving youth 19-25, this
requirement applies to youth reaching
25 years of age. .

(h) A participant must continue to
be economically disadvantaged as de-
fined in § 680,316(a)(4) and to reside
within the Entitlement Area or be ter-
minated from the program. The prime
sponsor shall re-verify participant eco-
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nomically disadvantaged status and re-
sidency between .the seventh and
twelfth -month following enrollment
and. annually thereafter. In re-verify-
ing economically disadvantaged status,'
however, wages and allowances re-
ceived under the Entitlement. program
shall not be included when computing
family income.

(i) A participant must meet mini-
nmum academic and 'attendance re-
quirements of the secondary school or
high school equivalency program in
which the participant is-enrolled or be
terminated from the Entitlement pro-
gram., The secondary school or GED
program must provide monthly assur-
ances that the participant is meeting
minimum academic and attendance re-
quirements.

(j) A participant who receives a high
school diploma or a certificate of high
school equivalency while in the pro-
gram may remain in the program until
the completion of either 8 weeks of
full-time summer employment or '6
months of part-time school-year em-
ployment. /

(k) A participant who has been
found by the prime sponsor, after
notice and an opportunity for a hear-
ing, to have refused a Job or to be oth-
erwise refusing to participate in the
program without good cause, shall be
terminated from the program. The
participant shall be given a termina-
tion notice which states that the par-
ticipant may appeal the termination
to the appropriate ETA regional

, office. Upon receipt of such an appeal
the regional office shall process it as a
complaint pursuant to Part 676.• (1) Except as provided below, any
participant who has been terminated
from the Entitlement program may re-
enroll at any-time provided the partici-
pant meets the eligibility criteria in
this -section. Participants who have

-been terminated for failure to partici-
pate without good cause must wait 60
days before they apply for re-enroll-
ment. Re-enrollment of such partici-
pant after the 60 day period shall be
subject to the discretion of the prime
sponsor, based on the determination
that the participant will properly par-
ticipate.

§ 680.317 Work sites.
(a) Work sites shall:
(1) Not detract from or interfere

with the educational curriculum of the
participants and, whenever possible,
shall complement that curriculum;

(2) Be primarily in the Entitlement
Area or easily accessible, and ln rea-
sonable proximity to the residences of
eligible youth;

t4) Maintain a cooperative relation-
ship with local business, union and
community group interests;

(5) Provide- Iitonitorabic att(luciIl( p
and productivity ,t andard.,, and c 'ipa-
ble on-site supervision; and

(6) 13e developed and committed in
such numbers and In such a way as to
miniriize the time between eprollhuct
and asignment to a work site of any
participant.

(b) Participants shall spend a major-
ity of paid program time on the woik
site engaged In direct job performance.
Training may be provided during the
remaining time, provided the training
is directly related to the specific work
assignment.

§ 680.318 Allowable activities.
The Entitlement project may in-

clude any type of employment or
training activity authorized under
Title II, Part B of the Act.

§ 680.319 Participant benefits.
(a) The wage provisions of § 080.10

shall apply to the Entitlement 'pro-
gram. In addition:

(1) In Entitlement projects in which
employment with private-for-profit
employers Is authorized, up to 100 per-
cent of the wages may be paid. (1)
However, in such cases, prime sponsors
must submit acceptable plans for re-
ducing the level of wage subsidy over
the period of participation of the par-
ticipant.

(ii) No additional payments shall be
provided by the Entitlement program
to any such for-profit organization.

(2) In the case of'participants work-
ing at jobs and/or engaged in training
provided by private-for-profit organi-
zations wages (and/or allowances)
shall be paid, as in all cases, by the
central payroll facility required by
§ 680.307(g)(1)(i),

(3) Each participant shall spend the
majority of, his/her paid time in the
Entitlement program in either work or
training which is directly related to
the assignment. Consequently, partici-
pants should be paid wages for both
work time and training time, except
when more than 50 percent of sched.
uled program time Is spent in training.
In such cases, allowances shall be paid
in accordance with § 676.26 for the
period spent in training.

(b) No funds under the Entitlement
program may be used for retirement
benefits or costs.

§ 680.320 Academic credit.
Prime sponsors shall make appropri-

ate efforts to encourage educational
agencies to award academic credit for
the competencies participants gain in
the Entitlement program.
I

§ 680.321 Disregarding earnings.
The provisions of § 680.11 of this

Part shall apply to the Entitlement
program (Sec. 446).
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§ 680.322 Maintenance of effort.
The provisions of §§ 680.12 and

680.13 shall apply to the Entitlement
program.
§ 680.323 Administrative provisions; hear-

ing provisions; and limitations on use
of funds.

(a) All the provisions of Part 676 of
this title shall apply to the Entitle-
ment program except to the extent
they conflict with the regulations in
this subpart.

(b) To the extent that the research,
demonstration, -and informational re-
quirements of this subpart conflict
with the regulations contained in Part
676, the regulations in this subpart
shall prevail. In order to determine
whether a conflict exists, grantees
shall consider both the regulations in
this subpart and the terms of the Enti-
tlement grants which implement the
regulations in this subpart. For exam-
ple, the regulations throughout this
subpart contain requirements that the
grantee submit detailed information
not required by the regulations in Part
676. Because of the research and dem-
onstration nature of the Entitlement
program such information is essential.
As a result, the Entitlement grants,
which implement the regulations con-
tained in this subpart, contain report-
ing and other requirements which are
both different from and more detailed
than those in Part 676. In such cases,

the grantees shall follow the Entitle-
ment.grant requirements. Other spe-
cific examples of such conflicts are as
follows:

(1) Since under the regulations In
this subpart, the Entitlement program
is administered by the national office
the terms regional office and Regional
Administrator in Part 676 mean for
purposes of this subpart national
office and Grant Officer respectively;,
and

-(2) To the extent that Entitlement
grants require the use of categories for
allocating costs for reporting purposes
which are different from or more de-
tailed than the allocable cost catego-
ries in § 676.41, the grantee shall allo-
cate costs pursuant to the categories
in the Entitlement grant. -

(c) Questions regarding the applica-
bility of specific provisions of Part 676
which may appear to conflict with the
regulations or grant shall be addressed
to the Grant Officer.

(d) No funds under the Entitlement
program may be used to pay for time
spent in the Entitlement program in
excess of 20 hours a week during the
school year or 40 hours per week
during the summer. The minimum
paid program time guaranteed for
each employed youth shall be 10
hours per week during the school year
and 30 hours per week during the
summer. Prime sponsors may also

allow youths to work 40 hours a week
during school year breaks of 5 con-
secutive school days or more. However,
the minimum paid program guarantee
does not apply to school year breaks
of 5 consecutive school year days or
more.

(e) Prime sponsors may use program
funds under both Title II and Title IV,
Part C of the Act for the Entitlement
Project. Funds under Title IV,- Part A,
Subparts 2 and 3 of the Act may also
be used provided modifications are ob-
tained for those grants. FInds re-
ceived under Title IV, .Prft C shall be
integrated with funds received under
this Subpart. Therefore, the regula-
tions under this subpart shall apply to
such funds. Title II funds and other
Title IV funds, however, may not be
integrated, but must be separately ac-
counted for. The regulations appropri-
ate to each program shall apply to'
such funds when conflicts occur be-
tween those regulations and the Enti-
tlement regulations. Thus, for exam-
ple, Entitlement Project wages and
allowances paid for with title nr funds,
shall be paid at the wage rates and al-
lowance- rates set forth in the Title I
regulations.

Signed at Washington, D.C. the 1st
day of March 1979.

RAY MIASHALT,
Secretary ofLabo-.

[FR Doc. "/9-6838 Ffled 3-8-79; 8:45 am]
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NOTICES

[4510-27-M]
DEPARTMENT OF LABOR

Employment Standards Administration, Wage
and Hour Division

MINIMUM WAGES FOR FEDERAL AND
FEDERALLY ASSISTED CONSTRUCTION

General Wage Detemination Decisions

General Wage Determination Deci-
sions of the Secretary of Labor speci-
fy, in accordance with applicable law
and on the basis of information availa-
ble to the Department of Labor from
its study of local wage conditions and
from other sources, the basic hourly
wage rates and fringe benefit pay-
ments which are determined to be pre-
vailing for the described classes of la-
borers and mechanics employed in
construction activity of the character
and in localities specified therein.

The determinations in these deci-
sions of such prevailing rates and
fringe benefits have been made by au-
thority of the Secretary of Labor pur-
suant to the provisions of the Davis-
Bacon Act of March 3, 1931, as amend-
ed (46 Stat. 1494, as amended, 40.
U.S.C. 276a) and of other Federal stat-
utes referred to in 29 CFR 1.1 (includ-
ing the statutes listed at 36 FR 306 fol-
lowing Secretary of Labor's Order No.
24-70) containing provisicrs for 'the
payment of wages which are depend-
ent upon determination by the Secre-
tary of Labor under the, Davis-Bacon
Act: and pursuant to the provisions of
Part 1 of Subtitle A of Title 29 of Code
of Federal Regulations, Procedure -for
Predetermination of Wage Rates, (37
FR 21138) and of Secretary of Labor's
Orders 12-71 and 15-71 (36 FR 8755,
8756). The prevailing rates and fringe
benefits determined in these decisions
shall, in accordance with the provi-
sions of the foregoing statutes, consti-
tute the minimum wages payable on
Federal and federally assisted con-
struction projects to laborers and me-
chanics of the specified classes en-
gaged'on contract work of the charac-
ter and in'the localities described
therein.

Good cause is hereby found for not
utilizing notice and public procedure
thereon prior to "the issuance of these
determinations as prescribed in 5
U.S.C. 553 and not providing for delay
in effective date as prescribed in that
section, because the necessity to issue
construction industry wage determina-
tion frequently and in large volume
causes procedures to be impractical
and contrary to the public interest.

General Wage Determination Deci-
- sions are effective from their date of

publication in the FEDERAL REGISTER
without limitation as to time and are
to be used in accordance with the pro-
visions of 29 CFR Parts 1 and 5. Ac-
cordingly, the applicable decision to-
gether with any modifications issued
subsequent to its publication date
shall be made a part of every contract
for performance of the described work
within the geographic area indicated
as required by an applicable Federal

prevailing wage law and 29 CFR, Part
5. The wage rates contained, therein
shall be minimum paid under such
contract by contractors and subcon-
tractors on the work.

MODIFICATIONS AND SUPERSEDEAS DECI-
SIONS TO GENERAL WAGE DETERMINA-
TION DECISIONS

Modifications and Supersedeas Deci-
sions to General Wage Determination
Decisions are based upon information
obtained concerning changes in pre-
vailing hourly wage rates and fringe
benefit payments since the decisions
were issued.

The determinations of prevailing
rates and fringe benefits made in the
Modifications and Supersedeas Deci-
sions have been made by authority of
the Secretary of Labor pursuant to
the provisions of the Davis-Bacon Act
of March 3, 1931, as amended (46 Stat.
1494, as amended, 40 U.S.C. 276a) and
of other Federal statutes referred to In
29 CFR 1.1 .(including the statutes
listed at 36 FR 306 following Secretary.
of Labor's Order No. 224-70) contam -

ing provisions for the payment of
wages which are dependent upon de-
termination by the Secretary of Labor
under the Davis-Bacon Act; and pursu-
ant to the provisions of Part 1 of -Sub-
title A of Title, 29 Code of Federal
Regulations, Procedure for Predeter-

-mination of Wage Rates (391 FR 21138)
and of Secreatary of Labor's Orders
13-71 and 15-71 (36 FR 8755, 8756).
The prevailing rates and fringe bene-
fits determined ,in foregoing General
Wage Determination Decisions, as
hereby modified, and/or superseded
shall, in accordance with the provi-
'sions of the foregoing statutes, consti-
tute the minimum wages payable on
Federal and federally assisted con-
struction projects to laborers and me-
chanics of the specified classes en-
gaged in cohtract work of the charac-
ter and in the localities described
therein.

-Modifications and Supersedeas Deci-
sions are, effective from their date of
publication in the FEDERAL REGISTER
without limitation as to time and are
to be used in accordance with the pro-
visions of 29 CFR Parts 1 and 5.

Any person, organization, or govern-
mental agency having an interest in
the *wages determined as prevailing is
encouraged to submit wage rate infor-
mation for consideration by the De-
partment. Further information and
self-explanatory forms for the purpose
of submitting this data may be ob-
tained by writing to the U.S. Depart-
ment of Labor. Employment Stand-
ards Administration, Office of Govern-
ment Contract Wage Standards, -Divi-
sion of. Wage Determination , Wash-
ington, D.C. 20210. The cause for not
utilizing the rulemaking procedures
prescribed in 5 U.S.C. 553 has been set
forth in the original General Wage
Determination Decision.

MODIFICATIONS TO GENERAL WAGE DE-
TERMINATION DECISIONS

The numbers of the decisions being

modified and their dates of publica-
tion in the FEDERAL REGISTER are listed
with each State.

Alabama:
AL79-10 1 ........................................... Jan, 25. 1919
AL79-1015 .......................................... Feb. 2, 1979

Arizona-AZ79-5100 ............. Fb. 9. 1979
Delaware-DE78-3080 ............... Nov, 3. 1918
District of Columbla-DC78-3098. Dec. 15, 1978
Florlda-FL75.1080 ............. Sept. 5, 1975
IIllnols-L78-2140 ............................... Nov. 13, 1978
Louislana-LA79-4001: LA79-4002 ., Jan. 5. 1979
Nevada-NV78-5129.................. Oct. 27, 1978
New Jersey:

NJ78-3009 ........................................... Apr. 21, 1978
NJ78-3047 ......... ........................ June 16, 1978

lNorth Carolina-NC75-178 ............... Sept. 5, 1975
Pennsylvania-PAT8-3054 ................... Aug11, 1918
Puerto Rico:

PR78-3019 .......................................... Mar. 31, 1 78
PR78-3092: PR78-3093 ..................... Nov. 3. 1978

Washlngton-WA78-5133 ................... Dec. 29. 1978

SUPERsEDEAS DECISION TO GENERAL
WAGE DETERMINATION DECISIONS

The numbers of the decisions being
superseded and their dates of publica-
tion in the FEDERAL REGISTER are listed
with each State. Supersedeas Decision
numbers are In parentheses following
the numbers of the decisions being su-
perseded.

Alabama-AL78-1076AL79-1043) Sept. 22, 1978
Arizona-AZ78-5116(AZ79-5104) July 28. 1978
Florida-OA78-1015(GA79-1042) Mar. 10, 1978
Georgia-GA78-1015(GA79-1042) Mar. 10, 1978
Indlana-IN76-2005(IN79-2007) Jan. 23, 197
Nevada:

NV78-5016(NV79-5107) .................... Mar. 10, 1978
NV78-5018(NV79-5102) .................... Mar. 17, 1978

North Carollna-GA78-1015(0A79-
1042) . ................. Mar. 10. 1978

Pennslyvanla-PA7-368(PA79-
3003) : ........................................... June 4, 1977

South Carolina:
GA78-1015(GA79-1042) ................... Mar. 10. 1978
SC76-1008(SC79-1037) ..................... Jan. 9. 1976
SC78-1040(SC79-1045) ..................... Apr. 14, 1978

CACELLATION OF GENERAL WAGE
DETERMINATION DECISIONS

This is to advise all interested par-
ties that the Department of Labor In-
tends to withdraw 30 days from the
date of this notice the following Gen-
eral Wage Determinations applicable
to Residential Construction consisting
of single family homes and garden
type apartments up to and Including 4
stories: TX77-4027-Brazoria, Fort
Bend, Galveston, Harris, Matagorda,
Montgomery & Walker Cos., Texas,
dated February 18, 1977 in 42 FR
10270; TX78-4029-Armstrong,
Carson, Castro, Childress, Collings.
worth. Dallam, Deaf Smith, Donley,
Gray, Hansford, Hartley, Hempshill,
Hutchinson, Lipscomb, Moore, Ochil.
tree. Oldham, Potter, Randall, Rob-
erts, Sherman, Swisher and Wheeler
Cos., Texas, dated April 14, 1978 in 43
FR 16113; TX79-4012--Bastrop,
Blanco, Caldwell, Fayette, Hays, Lee,
Travis, & Williamson Cos., Texas,
dated January 5, 1979 in 44 FR 1685;
TX79-4015-Tarrant County, Texas,
dated January 5, 1979 in 44 FR 1686.

Signed at Washington, D.C. this 2nd
day of March 1979.

DOROTHY P. COME,
Assistant Administrator,

Wage and Hour Division.
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RULES AND REGULATIONS

[4110-03-M]
Title 21-Food and Drugs

CHAPTER I-FOOD AND DRUG AD-
MINISTRATION, DEPARTMENT OF
HEALTH, EDUCATION, AND WEL-
FARE

[Docket No. 77N-0218]

SUBCHAPTER A-GENERAL

PART 16-REGULATORY HEARING
BEFORE THE FOOD AND DRUG AD-
MINISTRATION

SUPCHAPTER H- MEDICAL DEVICES'

PART 800-GENERAL
Administrative Detention Procedures

AGENCY: Food and Drug Administra-

tion.
ACTION: Final rule.

SUMMARY: The agency is issuing a
final regulation establishing admins-
trative detention procedures to enable
its representatives to detain, for up to
30 calendar days, medical devices in-
tended for human use believed to be
adulterated or misbranded. This regu-
lation is required by the Medical
Device Amendments of 1976. This reg-
ulation is intended to protect the
public from adulterated or-misbranded
devices during the time it takes the
agency to determine whether such de-
vices are adulterated or misbranded
and to institute and process any pro-
posed legal action. ,
EFFECTIVE DATE: April 9,1 979.
FOR FURTHER INFORMATION
CONTACT:

Bert L. Schrivener, Bureau of Medi-
cal Devices (HFK-116), Food and
Drug Administration, Department of
Health, Education, and Welfare,
8757 Georgia Ave., Silver Spring,
MD 20910, 301-427-7304.

SUPPLEMENTARY INFORMATION:
In the FEVsEP AL REGisTER of October 7,
1977 (42 FR 54574), the Commissioner
of Food and Drugs proposed a regula-
tion relating to the administrative de-
tention of medical devices as a new
§ 800.55, Administrative detention (21
CFR 800.55).

Interested persons were given until
December 6, 1977 to comment on the
proposed regulation. Twenty-one com-
ments were received.

The Commissioner has made several
changes to clarify and simplify the
final regulation. For example, the
final regulation substitutes the term
"authorized FDA representative" for
the proposed term "authorized officer
or employee of the Food and Drug Ad-
ministration."

APPLIcABIITy

1. A question has arisen about the
applicability of the regulation to vet-
erinary devices.

The commissioner, has -decided that
the regulation should, for now, apply
only to devices intended -for human
use. In contrast to the provisions of
the act that authorize classification,
performance standards, and premar-
ket approval only for devices intended
for human use, the administrative de-
tention authority in section 304(g) of
the act is not expressly limited to de-
vices intended for human use. The leg-
islative history shows, however, that
risks to humans were the moving force
behind 'the Medical Device Amend-
ments of 1976 (H. Comm. on Interstate
and Foreign Commerce, Medical
Amendments of 1976, H.R. Rep. No.
94"-853, 94th Cong. 2d Sess. 14 (1976)).
Similarly, the agency's principal con-
cern in the medical device area is risks
.to human health. If the Commissioner
decides that FDA needs to have au-
thority to detain adulterated or mis-
branded veterinary devices, the agency
will propose an amendment to the reg-
ulation.

CRITrEIA FOR OIRERING DETENTION

2.. One comment, on proposed
§ 800.55(b) 'stated that the detention
procedure should be used only if the
manufacturer, importer, owner, or dis-
tributor refuses to suspend voluntarily
shipments of the device.

The Commissioner disagrees with
the comment. There is no statutory re-
quirement that persons having posses-
sion of devices must have refused an
FDA request to suspend or discontinue
shipments before FDA can order de-
tention. When promises to voluntarily
suspend shipments are broken, the
public may be exposed to. violative
products, and the agency's enforce-
ment efforts may be hampered. The
Commissioner recognizes, however,
that in certain circumstances, volun-
tary suspension of shipments may be
an appropriate alternative to adminis-
trative detention. The Commissioner
believes that each FDA District Direc-
tor has the authority to permit a vol-
untary suspension of distribution
rather than to order detention if the
district director believes, based on the
facts in a given situation, that the
person having possession of the de-
vices will voluntarily suspend ship-
ment and adhere to any agreement
with FDA to correct any possible vio-
lations before further distribution of
the device. There is no need for the
regulation to include a description .of
this authority. FDA always has the-
option to accept voluntiry compliance
rather than to Institute legal or ad-
ministrative action to compel compli-
ance.

3. Three comments on proposed
§ 800.55(b) suggested that the person
having possession of devices should be
given notice and an opportunity to dis-
cuss the detention, with an FDA rep-
resentative, before issuance of the de-
tention order.

The Commissioner does not believe
that the regulation should include
provision for notice and opportunity
for discussion before issuance of a de-
tention order. A requirement of prior
notice and opportunity for discussion
would unduly burden the administra-
tive detention procedure, lessening its
effectiveness. Such a requirement may
also result in shipment of violative
products before issuance of a deten-
tion order. The FDA inspection during
which the detention occurs does pro-
vide an opportunity to discuss the situ-
ation with FDA representatives. It is
FDA policy for investigators, tpon
completion of inspections, to meet
with management of regulated firms
to discuss findings and observations,
Those discussions may address the cir-
cumstances that led to the detention,
but ordinarily would not occur until
after Issuance of the detention order.
Furthermore, the required opportuni-
ty for a regulatory hearing provides a
way for the person having possession
of detained devices to present informa-
tion and views to.the FDA Regional di-
rector within a few days after the de-
tention. The Commissioner has con-
cluded that the procedures in the reg-
ulation already are fair, without the
additional steps suggested in the com-
ments.

4. Three comments on proposed
§ 800.55(b) suggested that "technical-
ly" misbranded or adulterated devices
not be detained unless the devices
present a public health hazard.

The Commissioner disagrees with
the comment. There is no reason to in-
clude in the regulation a limitation
that the statute imposes neither on
detentions nor on FDA-initiated legal
actions. One purpose of administrative
detention authority is to make FDA-
initiated legal actions more effective
in preventing shipment of violative de-
vices. For this reason, FDA's authority
to detain violative devices is as broad
as its authority to initiate a seizure or
an Injunction suit to prevent shipment
of these devices. Moreover, in many
cases adulterated or misbranded de-
vices do present a health hazard. At
the time of detention, however, FDA
may not know whether a hazard exists
and, if so, the degree of hazard.

5. Other comments on proposed
§ 800.55(b) suggested that guidelines or
criteria for ordering detention are
needed.

The Commissioner disagrees with
these comments. FDA investigators
'are trained to observe and evaluate
the importance of possible misbrand-
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ing or adulteration violations. More-
over, the procedures in the regulation.
especially the requirement of FDA
District Director approval of deten-
tions, will ensure that the administra-
tive detention remedy is applied only
in appropriate cases. If additional
guidelines or criteria are needed, they
will be specified in internal FDA man-
uals that are available to the public.

PERIOD OF DrrNmioN
6. One comment suggested that pro-

posed § 800.55(c) could be interpreted
to mean that the Commissioner may
authorize a detention period of 30
days beyond the original 20 days ini-
tially ordered.

The Commissioner agrees with the
comment and emphasizes that the
total detention period cannot exceed
30 Calendar days (Le., 20 calendar days
initially plus 10 additional calendar
days if an extension of the period is
warranted) except as provided in

-§800.55(g)(6). Section 800.55(c) of the
final regulation, therefore, has been
clarified.

7. Several comments on proposed
§ 800.55(c) argued that the original 20-
day order should be extended only by
order of an FDA Regional Director.
Related comments suggested that only
the FDA Bureau of Medical Devices
should be empowered to extend the
order.
-The Commissioner believes that

FDA District Directors, who are In
direct contact with the investigators
and the circumstances involved in
each case, are in the best position to
make these decisions. In most in-
stances, the FDA Regional Director
and the Director of the Bureau of
Medical Devices will be too remote in
the chain of supervision from the in-
vestigators and circumstances involved
to discharge this function effectively.
-Any FDA Regional Director who
would preside over any regulatory
hearing on a detention order may not
participate in a decision to extend the
detention period, under FDA's regula-
tions to ensure fairness in regulatory
hearings. (See 21 CFR 16.40.) There-
fore, no change is made in the final
regulation.

ISSUANCE OF DETENTION ORDER

8. Three comments on proposed
§800.55(d) suggested that detention
procedures apply to devices in the
hands of physicians and other users
(pbssibly even patients).

The Commissioner agrees with the
comments. The inspection authority in
section 704 of the act extends to estab-
lishments where devices are held by
users for introduction into interstate
commerce or after such introduction.
Section 304(g) of the act, in conjunc-
tion with section 704, clearly author-
izes detention of devices encountered

in the hands of users, Including con-
sumers, during inspections. In the
past, FDA has initiated seizures of vlo-
lative articles in the hands of consum-
ers and other users. (See, e.g., United
States v. Olsen, 161 F. 2d 699 (9th Cir.
1947) cert. denied, 332 U.S. 768; United
States v. An article of device 0 * * Ca-
meron Spitler 0 *, 261 F. Supp. 243
(D. Neb. 1966).) Although FDA does
not believe that It Is necessary to In-
clude the term "user" In the regula-
tion, the agency has, for clarification,
amended the final regulation in
§ 800.55(d) to Include this term. FDA
advises that devices in the possession
of consumers will be detained In such
situations as when the devices present
a potential danger to health.

9. Several comments on proposed
§ 800.55(d) requested that the deten-
tion order be more specific. Nine com-
ments argued that the detention order
should state specifically the reason for
the detention.

In response to the comments, the
Commissioner Is amending the final
regulation to require the detention
order, which is Issued In the form of a
detention notice, to include a brief,
general statement of *the reasons for
the detention. The text of the deten-
tion notice Is available In the Hearing
Clerk's office (HFA-305), Food and
Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857. However,
the Commissioner Is not adopting
other suggestions that the detention
order be made more specific. For ex-
ample, the detention order need not
contain a description of the exact
nature of the suspected violation. Ad-
ditional requirements would under-
mine the usefulness of administrative
detention as a swift, Informal means
of stopping shipment of devices that
FDA representatives reasonably be-
lieve are violative. Brevity in the de-
tention order is Justified because de-
tention Is of limited duration and be-
cause FDA's regulatory hearing proce-
dures already require FDA to prepare
a comprehensive statement of the
basis for the detention prior to any
regulatory hearing on an appeal of a
detention (21 CFR 16.24(d)). In addi-
tion, the FDA representative who
issued the detention order wxill, when-
ever possible, state the reasons for sus-
pecting the device to be adulterated or
misbranded, often in the Notice of In-
spectional Observations (Form FD-

'483) presented after the inspection.
10. Two related comments on pro-

posed § 800.55(d) suggested that the
detention order state the manner in
which the suspected violation can be
corrected.

The Commissioner rejects these
comments. In many instances, the pre-
cise nature of the violation or the
extent of the violation may be uncer-
tain at the time the order Is Issued.

Moreover, the investigator may not
know how the violation can be correct-
ed or the best way to correct it. If the
person who has the detained devices
wants to try to correct-the suspected
violation, that person should present
FDA with a plan for eliminating any
violative features of the devices. After
FDA's investigation has determined
the nature of the violation, this infor-
mation, together with any suggestions
the agency has concerning how the
violations may be corrected, will be
communicated swiftly and Informally
to the person who has the detained de-
vices If FDA has not already provided
this Information. When appropriate
(i.e., when correction of the violation
Is feasible), FDA riay extend to the
person who has the devices an oppor-
tunity to correct the violation volun-
tarily.

11. Manufacturers with several facil-
Itles submitted comments on
§ 800.55(d) arguing that the detention
order should state precisely where the
detained devices are located.

The Commissioner agrees with the
comments and has revised the final
regulation accordingly. The detection
order contains a specific block for indi-
eating the location (name, address,
and zip code) of the detained devices.
The Commissioner has changed
§ 800.55(d)(3) of the final regulation to
make the language consistent with
that of the detention notice that
serves as the detention order.

12. Two related comments on pro-
.Posed § 800.55(d) questioned whether
common carriers used to transport the
devices would be subject to detention
orders.

The Commissioner- advises that
common carriers in possession of de-
vices are subject to detention orders-
Proposed § 800.55(d)(2) provided for
the notice of detention of devices in a
vehicle or other carrier to the shipper'
of record and the owner of the vehicle
or carrier. It was thus obvious that de-
tention of the devices in the custody
of a common carrier was contemplat-
ed. Moreover, carriers used to trans-
port or hold devices are subject to in-
spection under section 704 of the act

Vehicles in which devices are de-
tained may not be moved until the de-
vices are removed from the vehicles.
Because proposed §800.55(h) did not
contain a provision covering such re-
moval, the agency has amended
§ 800.55(h) In the final regulation to
allow the removal from vehicles of de-
tained devices upon written approval
of an authorized FDA representative.
If sultable.storage is available, the au-
thorized FDA representative may
permit the removal from the vehicle
of detained devices at the carrier's,
consignor's, or consignee's request.
Storage and handling of the devices
may not be at government expense,
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and the devices may only be removed-
from, storage in accordance with
§ 800.55(h).

13. The. Commissioner has made
minor corrections in § 800.55(d)(3), ex-
plaining. language appearing on the
detention notice form that will be em-
ployed as the detention order that will
be delivered to the person in whose
possession the device Is detained, and
making the language in the regulation
correspond more exactly to the lan-,
guage in this form; The text of section
304(g) of the act and of § 800.55(g) (1)
and (2) will appear on the back of the
detention notice to provide notice of
opportunity for :appeal and an infor-
mal hearing on a detention order. The
back of the notice also will state that
any hearing will be conducted in the
form of. a regulatory hearing in ac-
cordance with 21 CFR Part 16-Regu-
latory Hearing Before the Food and
Drug Administration, with several ex-
ceptions- described in § 800.55(g)(3) of
the regulation.

APPRovAL OF THE DETENTION ORDER-

14. Comments on proposed
§ 800.55(e) suggested that an FDA Re-
gional Director or the.Directorof the
Bureau of Medical Devices, rather
than the FDA District Director, would
be the proper individual to, approve a
detention order.

The Commissioner rejects these
comments because he believes that
FDA District Directors, who are in
direct contact with the investigators
and the circumstances of each case,
are the most, appropriate "individuals
to approve detention orders. The
House Committee that considered the
Medical Device Amendments of 1976
recommended that the FDA District
Directors" be designated toapprove de-
tention orders (House Comm. Report,
above, at 47).

15.. Four comments on proposed
§ 800.55(e) suggested that detention
orders always be approved in advance
in writing by the District Director or
other approving official.

The Commissioner rejects these sug-
gestions. While the investigator will
often have sufficient time to discuss:
the proposed detention order with his
superiors and obtain advance written
approval, It would not be practical or
'desirable to .require an investigator,
particularly one in travel status, to
return to the district office to secure a
written approval of a detention order.
Not only would this requirement
result in delay and needless expense, it
would also present ,an additional op-
portunity for the detained devices to;
be introduced into commerce or other-
wise be 'disposed of. Therefore, no
change is made in the final regulation.

16. Four comments on proposed
§ 800.55(e) suggested that oral approv-
al of detention orders by the FDA Dis-

RULES AND REGULATIONS

trict Director be confirmed in writing
within a specific time frame. Time
frames .suggested for confirmation
were 24 hours or 3 days.

The Commissioner agrees thdt oral
approval of detention orders should be
confirmed by written memorandum
within FDA as soon as lossible. The
final regulation has been changed ac-
cordingly.

17. A comment on proposed
§800.55(e) suggested that detention
orders be'sent by registered mail.

The Commissioner disagrees. It Is
FDA's intent that detention orders be
personally delivered by an FDA repre-
sentative to the person in control of
the device. While mail delivery of the
detention order might sometimes be

-appropriate, personal service is prefer-
able because it permits the investiga-
tor to observe the device and therefore
better describe it in the order. More-
over, personal delivery does not entail
the delay that may occur in mail deliv-
ery.

-LAELING OR MAREKIG OF DExAnam
DEVICEs

18. 'Several comments on proposed
§ 800.55(f) suggested a need to instruct
persons ordering detention that offi-
cial FDA detention tags used to identi-
fy detained devices must not harm the
devices or their packaging.

The Commissioner believes that
FDA representatives generally under-
stand the need for care in these situa-
tions and that special instruction is
unnecessary. -

19. FDA has made several minor
changes in § 800.55(f) of the final regu-
lation to be consistent with the lan-
guage appearing- on the official FDA
tags and to conform to internal FDA
administrative procedures regarding
the labeling or marking of the de-
tained devices with the tags.

20. Several comments expressed con-
cern that proposed § 800.55(f)(2) and
(h) might prohibit the manufacturer
from moving the device to a storage lo-
cation within the same factory-to pre-
vent interference with other oper-
ations or harm to the device.

The Commissioner agrees with the
comment and has revised § 800.55(f)(2)
and (h) of the final regulation to allow
authorized FDA representatives to ap-
prove the movement of detained de-
vices in these situations. FDA will be
receptive to any reasonable request to
move devices within a plant to store
them safely or to prevent interference
with plant operations. However, the
movement must be for a bona fide pur-
pose and, once moved, the detained de-
vices must remain segregated to pre-
clude their release into commerce
during the detention period.

21. One comment on proposed
§ 800.55(f) suggested that the regula-
tions be changed. to require that de-,

tained devices not only not be moved,
but also that they not be "used."

The Commissioner agrees with the
comment. Although the proposed reg-
ulation did not directly prohibit use of
detained devices, proposed
§ 800.55(f)(2) stated that official FDA
labels or tags affixed to the detained
devices shall contain a statementthat
the devices shall not be used, mdved,
altered, or tampered with In any
manner by any person. The Commis-
sioner has amended § 800.55(a) of the
final regulation to clarify that "use"
of detained devices during the deten-
tion period Is prohibited.

APPEAL OF TnE DExIONvxo ORDER

22. Comment on proposed § 800.55(g)
argued that the 5 days within which
to file the appeal should be "working"
days rather than calendar days.

The Commissioner agrees with the
comment. In many instances It is un-
likely that both parties will- be pre-
pared for the hearing within 5 calen-
dar days, and special provisions would
be necessary if the hearing date fell on
a weekend. Accordingly, FDA has pro.
vided that the time frame shill be 5
working days.

23. Several comments on, proposed
§ 800.55(g) objected to the 5-day lim-
tation on filing an appeal. Some com-
ments suggested a longer period, e.g.,
from*10 days to 2 weeks. Other com-
ments suggested that the appeal be
permitted until the detention order
expires.

The Commissioner believes that
with modern communication systems,

-a 5-working-day period Is adequate
time to hold consultations and file an
appeal. Therefore, no change is made
in the final regulation.

24. Another comment on proposed
§ 800.55(g) suggested that a manufac-
turer should, as a matter of right, be
able to obtain an expedited appeal
hearing where the detention will cause
a contract violation with a consignee.

The Commissioner. rejects -the sug-'
gested change as unnecessary. An ap-'
pellant must file a request for hearing
within 5 working days after receiving
the detention order and may request
that the hearing be held within 5
working days after the appeal Is filed.
It is unlikely that a faster procedure
could be devised. There is nothing in
the regulation to prevent presiding of-
ficers from granting requests to hold a
hearing less than 5 working days after
an appeal is filed, if the parties are
prepared for a hearing that soon,

Because FDA believes that any hear-
ing should be conducted within a spec-
ified time period to swiftly resolve an
appeal, the agency has changed
§ 800.55(g) (1) and (6) of the final reg-
ulation to require that any requested
hearing be scheduled no later than 20
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calendar days from the date of the de-
tention notice.

25. The agency has redesignated pro-
posed § 800.55 (g)(8) as (g)(9) and has
added a new § 800.55(g)(8) to the final
regulation to specify that when the
presiding officer affirms an order, the
devices continue to be detained until
FDA terminates the detention or the
detention period expires, whichever
occurs first.

26. The Commissioner has amended
§ 800.55(g)(3) to identify those require-
ments of 21 CFR Part 16-Regulatory
Hearing Before the Food and Drug
Administration, that do not apply to-
hearings on appeals of detention
orders. First, the detention order
under paragraph (d) of this section,
rather than the notice under
§ 16.24(a), provides notice of opportu-
nity for a hearing under §800.55. In
this way, FDA can provide for a stand-
ardized, personally delivered form to
serve both as the detention order and
as the notice of opportunity for a
hearing. In addition, the detention
order, rather than the notice under
§ 16.24(a), is part of the administrative
record of a regulatory hearing under
§ 800.55. Second, a request for a hear-
ing under § 800.55 should be addressed
to the FDA district director, not to the
presiding officer as provided in the
second sentence of § 16.24(b). Third,
the last sentence of § 16.24, stating
that a hearing may not be required to
be held at a time less than 2 working
days after receipt of the request for a
hearing, does not apply to a hearing
under § 800.55 because of the time con-
straints imposed by section 304(g) of
the act. Fourth, the specific provisions
of § 800.55(g)(4), rather than the gen-
eral provisions of § 16.40(a), describe
the FDA employees, Le., regional food
and drug directors, who preside at
hearings under § 800.55.

-In the FEDERAL REGisTER of Novem-
ber 7, 1978 (43 FR 51966), FDA pub-
lished proposed revisions of the proce-
dures in Part 16 that govern FDA's
regulatory hearings. When FDA pub-
lishes thpse proposed revisions in final
form, the agency will make any neces-
sary conforming changes in § 800.55.

Mov ra i op DErAnED DEvicEs

27. Two .comments on proposed
§ 800.55(h) argued that permission to
complete in-process devices should not
be at the discretion of the Commis-
sioner.

The Commissioner agrees with the
comment and, is. amending
§ 800.55(h)(2) of the final regulation to
allow a manufacturer to move df-
tained devices "within" the place
where they have been detained to
complete the work needed to put them
in final form for shipment. However,
to ensure that the agency does not
lose track of any detained devices, the

manufacturer Is required to notify the
agency immediately of any such move-
ment and of the location of the de-
tained devices after they have been
put in final form. The agency has pro-
vided that this notification be oral so
that FDA will learn of any movement
of devices immediately and with mini-
mal burden on the manufacturer.

However, permitting movement of
detained devices "from" the establish-
ment, with only after-the-fact notifica-
tion to FDA. could interfere with the
accomplishment of any proposed legal
action and would increase the likeli-
hood tht the devices may be lost, un-
lawfully moved or used, or mixed with
other lots. Therefore, FDA has limited
movements of detained devices at the
discretion of the manufacturer to
movements "within" the establish-
ment where the devices are detained.
Proposed paragraph (h)(2) (now para-
graph (h(3)) provides for the FDA to
approve in writing, in advance, other
movement of detained devices from
the establishment for certain specified
purposes which FDA believes are ap-
propriate for the given situation.

The Commissioner has modified
paragraph (h)(3) in the final regula-
tion to allow FDA representatives
other than the district directors to ap-
prove movements of devices.

28. Proposed §800.55(h)(4) refer-
ences actions, such as initiating legal
action or encouraging destruction or
reconditioning of violative devices,
which FDA may take if It determines
that the detained devices remain adul-
terated or misbranded after being put
-into final form. Because FDA may
take these actions against any viola-
tive device, the Commissioner has
amended proposed paragraph (h)(4)
and redesignated it as new paragraph
(I) of the final regulations.

29. One comment on proposed
§800.55(h) argued that the manufac-
turer should always be allowed to
choose whether to destroy or disman-
tie violative devices and use the parts
separately.

The Commissloner rejects the com-
ment. The Commissioner believes that
the detained devices must not be de-
stroyed or dismantled without FDA's
prior written approval. To permit a
person having possession of the de-
vices to make a decision of this kind
without agency approval would make
it impossible to account for the de-
tained devices or their reused parts
and could undermine the preparation
of appropriate enforcement actions
concerning the detained devices. FDA
will, however, approve voluntary de-
struction or dismantling in all cases
the agency considers appropriate.

RECoRDEEPONG Rmunuanm s
30. A number of comments were re-

ceived on proposed §800.55(0) (now

§800,55(k)) of the final regulation.
One comment questioned whether
FDA should require recordkeeping by
the manufacturer or other person in
whose possession the device was de-
tained before the detention order is
confirmed on appeal

The Commissioner believes that rec-
ordkeeping requirements under
§ 800.55(k) must begin at the time the
device is ordered detained to facilitate
a determination of whether and how
thq device may have become adulterat-
ed or misbranded. This requirement is
also necessary to permit FDA to trace
articles for which the detention period,
expired before a seizure is accom-
plished or injunctive relief is obtained.
FDA experience with articles for
which seizure or Injunctive relief has
been recommended has revealed nu-
merous instances in which by the time
legal atlon is filed, the articles have
been shipped and no records are avail-
able to enable the articles to be Iocat-
ed.

The Commissioner believes that
most establishments maintain records
required under §800.55(k) as normal
business practice or as required by
good manufacturing practices regula-
tions under 21 CFP. Part 820, pub-
lished in the F'zDEna Rxcivx of July
21, 1978 (43 FR 31508). Accordingly
the recordkeeping requirements will
not be an unreasonable burden on in-
dustry.

31. Other comments on proposed
§800.55(1) (now §800.55(k)) suggested
that recordkeeping be limited to the
detention period or that recordkeeping-
be discontinued if the detention order
is terminated.

The agency believes that record-
keeping often needs to continue after
the detention period to document both
compliance and conditions of manu-
facture and to compare information
concerning detained devices to infor-
mation about other shipments of the
devices (or similar devices). However,-
in many cases, If the detention order is
terminated because FDA has deter-
mined that the devices are not in vio-
lation of the act, or that the violation
Is such that recordkeeping is not nec-
essary to protect the public health,
further recordkeeping may be unnec-
essary, or necessary only for a limited
time. The agency has revised the regu-
lation so that, in these cases, FDAwill
advise persons required to keep rec-
ords under § 800.55(k) whether further
recordkeeping Is required. In addition,
the required maintenance period for
required records shall be 2 years after
the detention order or for such
shorter period as FDA directs.

32. One comment on proposed
§ 800.55U) stated that there was no ob-
jection to keeping existing records but
objected to initiating new records re-
specting detained devices, on the
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grounds that initiating new records
would be burdensome and that these
records might be used in product lia-
bility claims against the manufactur-
er. A related comment objected that
an investigative file on a detained
product is equivalent to an "internal
audit."

The Commissioner disagrees with
the comments. If the manufacturer or
other responsible person would not
voluntarily, or as required by the
GMP regulation, undertake an investi-
gation to prevent adulterated or 'mis-
branded devices from entering com-
merce, that person should at least be
required to gather that information
needed to prepare records relating to
the facts that led to the detention.

The agency declines to consider the
Impact that the proposed recordkeep-
ing may have on product liability for
injuries from allegedly defective prod-
ucts. This consideration is not proper-
ly involved in development of agency
procedures to protect the public from
adulterated or misbranded devices in
commerce. FDA believes that, in the
long run, recordkeeping may help pre-
vent future occurrences of adultera-
tion or misbranding of the device and
may thus reduce product liability
claims.

33. Additional comments on pro-
posed & 800.55(i) (now § 800.55(k))
questioned whether the recordkeeping
provisions relating to detained prod-
ucts are authorized by the statute and
whether the provisions* violate the
constitutional privilege against com-
pelled self-incrimination.

The Commissioner rejects the com-
ments. The recordkeeping required in
this regulation is authorized .under
sections 304(g), 519, and 701(a) of the
act.

With respect to the concern about
compelled self-incrimination, it is set-
tled that the privilege against com-
pelled self-incrimination is an individ-
ual privilege relating to personal mat-
ters; the privilege is not available to a
collective entity, such as a business en-
terprise, or to an individual acting in a
representative capacity on behalf of a
collective entity (California Bankers
Ass'n v. Shultz, 416 U.S. 21, 55 (1974);
Bellis v. United States, 417 U.S. 85
(1974); United States v. Kordel, 397
U.S. 1, 8 (1970); Curcio v. United
States, 354 U.S. 118, 122 (1957); United
States, v. White, 322 U.S. 694, 699
(1944); Wilson v. United States, 221
U.S. 361, 382-384 (1911); Hale v.
Henkel, 201 U.S. 43, 74-75 (1906)).

Even for individuals, the privilege
against compelled self-incrimination is
ifiapplicable where a recordkeeping re-
quirement is applied to "an essentially
noncriminal and regulatory area of in-
quiry," where self-reporting is the
only feasible means of securing the, re-
quired information, and where the re-

quirement is not applied to "a highly
selective group inherently suspect of
criminal activities" in "an area perme-
ated with criminal statutes" (Califor-
nia v. Byers, 402 U.S. 424, 430 (1971);
•Marchetti v. United States, 390 U.S. 39
(1968), and companion cases; Albertson
v. SACB, 382 U.S. 70, 79 (1965); Sha-
piro v. United States, 335 U.S. 1
(1948)). Even in the rare instance
where a'recordkeeping requirement
under this regulation applies to an in-
dividual who was not acting on behalf
of a collective entity, it is almost cer-
tain under these cases that the re-
quirement would not be regarded as
infringing upon the constitutional
privilege against compelled self-in-
crimination. The recordkeeping, re-
quirements in §800.55(k) have pre-
dominantly noncriminal, regulatory
purposes: to protect the public from
products that may cause harm, to de-
•termine why manufacturing errors oc-
curred, to help prevent future errors,
and to allow accountability and trac-
ing of devices if there is need to locate
them after release from detention.

34. A comment on . proposed
§ 800.55(i) (now § 800.55(k)) argued
that section 704 of the act (21 U.S.C.
374) (which deals with inspections) ap-
plies to *consulting laboratories only
with respect to prescription or other
restricted devices. The comment
argued further that ponsulting labora-
tories should not be required to keep
records or, alternatively,- that records
requirements for consulting laborato-
ries should be limited to records con-
cerning restricted devices.

The Commissioner rejects the argu-
ment that section 704 of the act only
,authorizes inspection of consulting
laboratories that hold restrictive de-
vices. It is true that consulting labora-
tories are not mentioned in the first
sentence in section 704(a) of the act
(which authorizes FDA representa-
tives to enter and inspect "any fac-
tory,' warehouse, or establishment in
which, food, drugs, devices, or cosmet-
ics are manufactured, processed,
packed, or held"), but they are men-
tioned in the second sentence in sec-
tion 704(a) (which specifically autho-
rizes inspection of all things, including
records, "Eiln the case of any factory,
warehouse, establishment, or consult-
ing laboratory in which prescription
drugs or restricted devices are manu-
factured, processed, packed, or held").
Because the second sentence in section
704(a) merely elaborates upon the
basic inspection authority granted in
the first sentence by stating additional
requirements that apply "[iln the case
of" certain types of facilities, the Com-
missioner believes that a consulting
laboratory which manufactures, proc-
esses, packs, or holds devices, whether
restricted or unrestricted, is subject to
inspection as an "establishment"

under section 704(a). In addition, the
legislative history shows that the
second sentence In section 704(a) is
not a limitation on the first sentence.
(See Drug Amendments of 1962, sec.
201(d), 76 Stat. 793, 21 U.S.C. 374 (His-
torical Note); Senate Comm, on the
Judiciary, Drug Industry Act of 1962,
S. Rep. No. 1744, 87th Cong., 2d Sess,
13, Pt. 2 at 3 (1962); Conference
Report, Drug Amendments of 1902,
H.R. Rep. No. 2526, 87th Cong., 2d
Sess. 25 (1962).)

Because consulting laboratories are
subject to inspection under section 704
of the act, any devices they manufac-
ture, process, pack, or hold are subject
to detention under section 304(g) of
the act (although such detentions will
probably be rare). For this reason,
consulting laboratories are subject to
the recordkeeping requirements In
§ 800.55(k) of the final regulatiol. As
noted earlier, these requirements are
authorized generally by sections
304(g) and 701(a) of the act and, with
respect to device manufacturers, im-
porters, and distributors, also by sec-
tion 519 of the act. None of these pro-
visions compels FDA to restrict these
recordkeeping requirements to records
about restricted devices.

DErETiox TERMINATION

35. Several comments suggested
there may be a need for a special
means of notifying the partieswhen a
detention order is revoked, if the de-
tained devices are held by several par-
ties at different locations.

The Commissioner disagrees with
the comments. The notice of detention
termination will be sent to each
person who received the detention
notice. The Commissioner Is not per-
suaded that any additional procedures
are needed. To clarify the procedures
to be followed upon termination of de-
tention, the Commissioner has added
new § 800.55(j) and has referred to this
paragraph in § 800.55 (o) and (g)(8).
New §800.55(j) specifies that If FDA
decides to terminate the detention,
the agency will issue a detention ter-
mination notice releasing the devices
and remove, or authorize removal of,
all detention tags from the devices,
The Commissioner advises that termi-
nation of the detention order Is not to
be construed as an agency determina-
tion that the device is not adulterated
or misbranded, or that further ship-
ments of the device are in compliance
with the act.

36. Related comments suggested
that the FDA representative detaining
the devices be required to release
them within 1 day of determining the
detention is not warranted or when
the detention order is revoked.

The Commissioner advises that de-
vices will be released from detention
as soon as possible after determining
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that detention should be revoked, In
most instances, release will occur
within I day, but because early release
may not always be feasible,.the Com-
missioner declines to include in the
regulation a requirement that devices
be released within 1 day after deter-
mining that detention should be re-
voked.

CoNIENTL v oF THE DETENTION
ORDER

37. Several comments stated that
the detention order should be held
confidential until after the time for
appeal has expired or until the appeal
has been denied.

The agency advises that the deten-
tion order will not routinely be public-
ly announced in FDA's weekly listing
of recalls and enforcement actions or
otherwise. A detention order may,
however, be announced if necessary to
inform the public of a potential or
direct danger to health, e.g., from
shipments of simila-rdevices, or for
other appropriate reasons. In addition,
information concerning any detention
order is releasable under the Freedom
of Information Act upon request.

Related comments suggested that if
FDA- publicly disclosed a detention
order, then revoked the order, FDA
should make public the revocation.

Although a detention order will not
routinely be announced or otherwise
extensively publicized, the agency
agrees that if it does announce a de-
tention order, it should also announce
any subsequent revocation of the
order.

PENDING CounT ACTIONS
38. One comment suggested that any

court action pending at the time a de-
tention order is.revoked be dismissed.

It would be inappropriate for the
regulation to require dismissal of any
pending court action when a detention
order is revoked. In appropriate cases
FDA will file motions to dismiss a
pending coirt action after revoking an
order detaining devices that are the
subject of this action. FDA believes
that appropriate internal procedures
for coordinating seizure and detention
actions will adequately address these
situations. Moreover, the claimant or
respondent in the pending court
action can always file a motion to dis-
miss the action.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 304, 519,
701, 52 Stat. 1044-1045 as amended,
1055-1056 as amended, 90 Stat. 564-
565 (21 U.S.C. 334, 3601, 371)) and
under authority delegated to the Com-
missioner (21 CFR 5.1), Chapter I of
Title 21 of the Code of Federal Regu-
lations is amended as follows:

1. In Subchapter A, Part 16 is
amended in § 16.1 by adding new para-
graph (b)(32) to read as follows:

§ 16.1 Scope.

. 6 0 0 0

(b)* * *
(32) Section 800.55(g) relating to an

appeal of a detention. order under sec-
tion 304(g) of the act.

2. In Subchapter H by adding a new
Part 800, Subpart C, consisting at this
time of § 800.55 to read as follows:"

PART 800-GENERAL

Subparts A-B [Reserved]

Subpart C-Adminlstrative Practices
and Procedures

Sec.
800.55 Administrative detention.

AuTuoarrv. Se s. 304. 519. 701. 52 Stat.
1044-1045 as amended, 1055-1056 as amend-
ed, 90 Star. 564.-565 (21 U.C. 334. 360!,
371).

Subparts A-B [Reserved]

Subpart C-Administrative Practices
and Procedures

§ 800.55 Administrative detention.
(a) General. This section sets forth

the procedures for detention of medi-
cal devices intended for human use be-
lieved to be adulterated or misbrand-
ed. Administrative detention is intend-
ed to protect the public by preventing
distribution or use of devices encoun-
tered during inspections that may be
adulterated or misbranded, until the
Food and Drug Administration (FDA)
has had time to consider what actiom
it should take concerning the devices,
and to initiate legal action, if appropri-
ate. Devices that FDA orders detained
may not be used, moved, altered, or
tampered with in any manner by any
person during the detention period,
except as authorized under paragraph
(h) of this section, until FDA termi-
nates the detention order under para-
graph (j) of this section, or the deten-
tion period expires, whichever occurs
first.

(b) Criteria for ordering detenti .
Administrative detention of devices
may be ordered in accordance with
this section when an authorized FDA
representative, during an inspection
under section 704 of the Federal Food.
Drug, and Cosmetic Act (the act), has
reason to believe that a device, as de-
fined in section 201(h) of the act, is
adulterated or misbranded.

c) Detention period. The detention
is to be for a reasonable period that
may not exceed 20 calendar days after
the detention order is issued, unless
the FDA District Director in whose
district the devices' are located deter-
mines that a greater period Is required
to seize the devices, to Institute injuc-
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tion proceedings, or to evaluate the
need for legal action, in which case the
District Director may authorize deten-
tion for 10 additional calendar days.
The additional 10-calendar-day deten-
ton period may be ordered at the time
the detention order is issued or at any
time thereafter. The entire detention
period may not exceed 30 calendar
days, except when the detention
period is extended under paragraph
(g)(6) of this section. An authorized
FDA representative may, in accord-
ance with paragraph (J) of this sec-
tion. terminate a detention before the
expiration of the detention period.

(d) Issuance of detention order. (1)
The detention order shall be issued in
writing, in the form of a detention
notice, signed by the authorized FDA
representative who has reason to be-
lieve that the devices are adulterated
or misbraided, and issued to the
owner, operator, or agent In charge of
the place where the devices are locat-
ed. If the owner or the user of the de-
vices Is different from the owner, oper-
ator, or agent in charge of the place
where the devices are detained, a copy
of the detention order shall be pro-
vided to the owner or user of the de-
vices if the owner's or user's identity
can be readily determined.

(2) If detention of devices in a vehi-
cle or other cafrier is ordered, a copy
of the detention order shall be pro-
vided to the shipper of record and the
owner of the vehicle or other carrier,
if their identities can be readily deter-
mined.

(3) The detention order shall include
the following information: (I) A state-
ment that the devices identified in the
order are detained for the period
shown; (11) a brief, general statement
of the reasons for the detention; (iii)
the location of the devices; (iv) a state-
ment that these devices are not to be
used, moved, altered, or tampered with
in any manner during that period,
except as permitted under paragraph
(h) of this section. without the written
permission of an authorized FDA rep-
resentative; (v) Identification of the
detained devices;, (vi) the detention
order number (vii) the dqte and hour
of the detention order;, (viii) the period
of the detention; (x) the text of sec-
tion 304(g) of the act and paragraph
g) (1) and (2) of this section; Cx) a

statement that any informal hearing
on an appeal of a detention order shall
be conducted as a regulatory hearing
under Part 16 of this chapter, with
certain exceptions described in para-
graph (g)(3) of this section; and (xi)
the location and telephone -number of
the FDA district- office and the name
of the FDA District Director.

(e) ApprovaZ of detention order. A
detention order, before issuance, shall
be approved by the FDA District Di-
rector in whose district the devices are
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located. If prior written approval is
nQt feasible, prior oral approval shall
be obtained and confirmed by written
memorandum .within FDA as soon as
possible.

(f) Labeling or marking a detained
device. An FDA representative issuing
a detention order under paragraph (d)
of this section, shall label or mark the
devices with official FDA tags that in-
clude the following information:

(1) A statement that the devices are
detained by the United-States Govern-
ment in accordance with section 304(g)
of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 334(g)).

(2) A statement that the devices
shall not be used, moved, altered, or
tampered with in any manner for the
lberiod shown, without the written per-
mission of an authorized1FDA repre-
sentative, except as authorized in
paragraph (h) of this section.

(3) A statement that the violbtion of
a detention order or the removal or al-
teration of the 'tag is punishable by'
fine or imprisonment or both (section
303 of the act, 21 U.S.C. 333).

(4) The detention order number,'the
date and hour of the detention order,
the detention period, and the name of
the FDA representative who issued
the detention order.

(g) Appeal of a detention order. (1) A
person who would be entitled to claim
the devices, if seized, may appeal a de-
tention order. Any appeal shall be sub-
mitted in writing to the FDA District
Director in whose district the devices
are located within 5 working days of
receipt of a detention order. If the
appeal includes a request for an infor-
mal hearing, as defined' in section
201(y) of the act, the appellant shall
request either that a hearing be' held
within 5 working days after the appeal
is filed or that the hearing be held at a
later date, which shall not be later
than 20 'calendar days after receipt of
a detention order.

(2) The appellant of a detention
order shall state the ownership or pro-
prietary interest the appellant has in
the detained devices. If the detained
devices are located at a place other
than an establishment owned or oper-
ated by' the appellant, the appellant
shall include documents showing that
the appellant would have legitimate
authority to claim the devices if
seized.

(3) Any informal hearing 'on an
appeal of a detention order shall be
conducted as a regulatory hearing pur-
suant to regulation in accordance with
Part 16 of this chapter, except that:

(i) The detention order under para-
graph (d) of this section, rather than
the notice under § 16.24(a) of this
chapter, provides notice of opportuni-.
ty for a hearing under this section and
Is part of the administrative record of

RULES AND. REGULATIONS

the regulatory hearing under
§ 16.80(a) of this chapter.

(ii) A request for a hearing under
this section should be addressed to the
FDA District Director, not to the pre-
siding officer as provided in the second
sentence of § 16.24(b) of this chapter.

(ill) The last sentence of § 16.24(c) of
this chapter, stating that a hearing
may not be required to be held at a
time less than 2 working days after re-
ceipt of the request for a hearing, does
not apply to a hearing under this sec-
tion. N

(iv) Paragraph (g)(4) of this section,.
rather than §*16.40(a) of this chapter,
describes the FDA employees, i.e., re-
gional food and drug directors, who
preside at hearings under this section.

(4) The presiding officer of a regula-
tory hearing on an appeal of a deten-
tion order, who also shall decide the
appeal, shall be a regional food and
drug director (i.e., a director of an
FDA regional office listed in § 5.115 of
this chapter) who is permitted by
§ 16.40(b) of this chapter to preside
over the hearing.

(5) If the appellant requests a regu-
latory hearing and requests that -the
hearing be held within 5 working days
after the appeal is filed, the presiding
officer shall, within'5 working days,
hold the hearing and render a decision
affirming or-revoking the detention.

(6) If the appellant requests a regu-
latory-hearing and requests that the
hearing be held at a date later than
within 5 working days after the appeal
is filed, but not later than 20 calendar
days after receipt of a detention order,
the presiding officer shall hold the
hearing at a date agreed upon by_,FDA
and the appellant. The presiding offi-
cer shall decide whether to affirm or
revoke the detention within 5 working
days after the conclusion of the hear-
ing. The detention period extends to
the date of the decision even if the 5-
working-day period for making the de-
cision extends beyond the otherwise
applicable 20-calendar-day or 30-calen-
dar-day detention period.

(7) If the appellant appeals the de-
tention order but does not request a
regulatory hearing, the presiding offi-
cer shall render a decision on the
appeal affirming or revoking the de-
tention within 5 working days after
the filing of the appeal.

(8) If the presiding officer affirms a
detention order, the devices continue
to be detained until FDA terminates
the detention under paragraph (j) of
this section or the detention period ex-
pires, whichever occurs first.

(9) If the presiding officer revokes a
detention order, FDA shall terminate
the detention under paragraph (j) of
this section.

(h)(1) Movement of detained devices.
Except as provided in this paragraph,
no person shall move detained devices

within or frorni the place where they
have been ordered detained until FDA
terminates the detention under para-
graph (j) of this section or the deten.
tion period expires, whichever occurs
first.

(2) If detained devices are not In
final form for shipment, the manufac.
turer maymove them within the es.
tablishment where they are detained
to complete the work needed to put
them in final form. As soon as the de-
vices are moved for this purpose, the
individual responsible for their move-
ment shall orally notify the FDA rep-
resentative who issued the detention
order, or another responsible district
office.official, of the movement of the
devices. As soon as the devices are put
in final form, they shall be segregated
from other devices, and the Individual
responsible for their movement shall
orally notify the FDA representative
who issued the detention order, or an-
other responsible district office offi-
cial, of their new location, The devices
put in final form shall not be moved
further without FDA approval.

(3) The FDA representative who
issued the detention order, or another
responsible district office official, may
approve, in writing, the movement of
detained devices for any of the follow-
ing purposes:

(i) To prevent interference with an
establishment's operations or harm to
the devices.

(ii) To destroy the devices.
(iII) To bring the devices into compli,

ance.
(iv) For any other purpose that the

FDA representative who Issued the de-
tention-order, or other responsible dis-
trict office official, believes Is appro-
priate in the case.

(4) If an FDA representative ap.
proves the movement of detained de-
vices under paragraph (h)(3) of this
section, the detained devices shall
remain segregated from other devices
and the person responsible for their
movement shall immediately orally
notify the official who approved the
movement of the devices, or another
responsible FDA district office official,
of thfe new location of the detained de-
vices.

(5) Unless otherwise permitted by
the FDA representative who is noti-
fied of, or who approves, the move-
ment of devices under this paragraph,
the required tags shall accompany the
devices during and after movement
and shall remain with the devices
until FDA terminates the detention or
the detention period expires, which-
ever occurs first.

i) Actions involving adulterated or
misbranded devices. If FDA deter-
mines that the detained devices, in-
cluding any that have been put In
final form, are adulterated or mis.
branded, or both, It may Initiate legal
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action against the devices or the re-
sponsible individuals, or both, or re-
quest that the devices be destroyed or
otherwise brought into compliance
with the act under FDA's supervision.

(j) Detention termination. If FDA
decides to terminate a detention or
when the detention period expires.
whichever occurs first, an FDA repre-
sentative authorized to terminate a de-
tention will issue a detention termina-
tion notice releasing the devices to any
person who received the original de-
tention order or that person's repre-
sentative and will remove, or authorize
in writing the removal of, the required
labels or tags.

(k) Recordkeeping requirements. (1)
After issuance of a detention order
under paragraph (d) of this section,
the owner, operatoror agent is charge
'of any factory, warehouse, other es-
tablishment, or consulting laboratory
where detained. devices are manufac-
tured, processed, packed, or held shall
have, or establish, and maintain ade-
quate records relating to how the de-
tained devices may have become adul-
terated or misbranded, records on any
distribution of the devices before and
after the detention period, records on
the correlation of any in-process de-
tained devices that are put in final
form under paragraph (h) of this sec-
tion to the completed devices, records
of any changes in, or processing of,
the devices permitted under the deten-
tion order, and records of any other
movement under paragraph (h) of this
section. Records required under this
paragraph shall be provided to the
FDA on request for review and copy-
ing. Any FDA request for access to

records required under this paragraph
shall be made at a reasonable time,
shall state the reason or purpose for
the request, and shall Identify to the
fullest extent practicable the informa-
tion or type of Information sought in
the records to which access is request-
ed.

(2) Records required under this
paragraph shall be maintained for a
maximum period of 2 years after the
issuance of the detention order or for
such other shorter period as FDA di-
rects. When FDA terminates the de-
tention or when the detention period
expires, whichever occurs first, FDA
will advise all persons required under
this paragraph to keep records con-
cerning that detention whether fur-
ther recordkeeping Is required for the
remainder of the 2-year, or shorter,
period. FDA ordinarily will not require
further recordkeeping if the agency
determines that the devices are not
adulterated or misbranded or that rec-
ordkeeping is not necessary to protect
the public health, unless the records
are required under other regulations
in this chapter (e.g., the good manu-
facturing practice regulation In Part
820 of this chapter).

Effective date This regulation be-
comes effective April 9, 1979.

(Secs. 304. 519. 701, 52 Stat. 1044-1045 as
amended, 1055-1056 as amended. 90 Stat.
564-565 (21 US.C. 334,3601.371).)
. Dated: March 1, 1979.

JosEPH P. HI1uY
Associate Commissioner

forRegulatoryAffairs.

[FR Doc. 79-7030 Filed 3-8-79: 8:45 am]
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[4510-30-M]
Title 20-Employees' Benefits

CHAPTER V-EMPLOYMENT AND
TRAINING ADMINISTRATION, DE-
PARTMENT OF LABOR

PART 653-SERVICES OF THE
EMPLOYMENT SERVICE SYSTEM

Subpart C-Services for Veterans

FIsCAL YEAR 1979 VETRANS PREE-
ENCE INDICATORS OF COMPLIANCE
LEVELS

AGENCY: Employment and Training
Administration, Labor.
ACTION: Final Rule.

SUMMARY: These regulations are
published to establish the FY 1979
levels for' the veterans preference indi-
cators of compliance, used by the De-
partment of Labor to monitor State
employment service agencies to insure
that veteran applicants receive prior-
ity service.
EFFECTIVE DATE: April 9, 1979.
FOR FURTHER INFORMATION
CONTACT:

Peter Rell, Director, Office of Pro-
gram Review, U.S. Employment
Service, Room 8324, 601 D Street,
NW., Washington, D.C. 20213, (202)
376-6914.

SUPPLEMENTARY INFORMATION:
The Department published proposed
regulations for the FY 1979 compli-
ance levels on October 27, 1978, at 43
FR 50379. Interested persons were ad-
vised to submit comments on the pro-
posed levels until November 27, 1978.
the Department received approximate-
ly thirty comments from components
of the public employment service
system, veterans organizations and
general public. The most significant
comments and the Department's re-
sponses thereto are listed below:

1. Some commentors suggested uni-
form job development and inactivated
with some reportable service floor
levels be established for all States to
eliminate the inequity among States
and, at the same time, more effectively
promote service to veterans. The De-
partment, in accordance with 20 CFR
653.230(c), based its computations of
individual State job development and
inactivated with some reportable serv-
ice floori levels on State agency past
year accomplishments and the influ-
ence of external factors such as State.
employment conditions, and occupa-
tional differences among the applicant
population. The regression analysis
used to set the proposed floor levels,
however, did not reflect the direct and
substantial control that State dgencies
have over delivery ofthese services to

veterans. Thus, the Department ac-
knowledges that various State agen-
cies have successfully undertaken spe-
cific management actions to increase
job development and overall reporta-
ble services to veterans.

In light of these experiences, the De-
partment has determined that man-
agement control over the provision of
these, services is an appropriate factor
under 20 CFR 653.230(c) to be used in
computing State agency floor levels.
Therefore, based on State agency past
performance and influence of manage-
ment, control, the Department has
changed the proposed FY 1979 individ-
ual State floor levels as published in
the FEDERAL REGISTER on October 27,
1978 to a uniform floor level of 7.5 per-
cent for job development and 60.0 per-
cent for inactivated with some repor-
table service to be applied to all
States.

2. Several State employment' service
agencies objected to the variation in
individual State floor levels estab-
lished for placem nt of veterans. Coin-
mentors indicated individual State
floor levels for this service area were
too high for high performing States
and too low for the low performing
States. A national floor level require-
ment that would not vary among
States was suggested as a substitute
for the proposed FY 1979 individual
State placement floor levels. The De-
partment, however, has found that the
proposed individualized placement
floor levels are necessary to allow for
differing economic and other external
conditions among States..-

Unlike job development and inacti-
vated with some reportable service
(discussed above), placement is an area
over which management does not have
substantial control. External factors
such as employer hiring decisions,
level of unionization in nonfarm 'em-
ployment, level of unemployment and
distribution of occupational skills
among applicants affect the ability of
the State agency to achieve placement
success. The Department anticipate&
that high performing States will have
little difficulty in meeting their as-
signed floor level for this indicator. It
should also be remembered that fail-
ure to meet the placement floor level
or preference indicators does not auto-
matically place a State agency into
noncompliance with the standards of
performance in the regulations.
Changed economic conditions may be
taken into account when the Depart-
ment determines whether or not a
State agency is in compliance. Accord-
ingly, the proposed floor levels for
each State have been adopted without
change.

3. Several State employment service
agencies commented that the pro-
posed referred to. training indicators
and corresponding floor and prefer-

ence levels were based on Insufficient
data and did not take into account the
limited training opportunities which
will be available to ES veteran appli-
cants given the emphasis of the 1978
CETA Reauthorization on serving the
economically disadvantaged. Some
commentors stressed the need to clari-
fy the definition of "referral to train-
ing" in view of the different interpre-
tation by State agencies as to what
can appropriately be reported for
these indicators. One commentor be-
lieved the preference level for disabled
veterans referred to training was too
high and did not reflect the exposure
to counseling and rehabilitation serv-
ices disabled veterans receive from the
Veterans Administration prior to filing
job applications with ES. Several com-
mentors suggested that the Depart-
ment conduct further review of the
proposed referred to training indica-
tors before including them in the vet-
erans indicators of compliance pack-
age.

The Department proposed the estab-
lishment of referred to training indica-
tors to measure services provided In
accordance with the requirements of
38 U.S.C. Chapter 41 and the perform-
ance standards described in Federal
regulations at 20 CFR 653.221(a)(7).
However, the Department considers
the comments received pertaining to
the 1978 CETA Reauthorization and
interpretation of Federal reporting
instructions to be persuasive at this
time. The emphasis of the 1978 CETA
Reauthorization on serving the disad-
vantaged could limit training opportu-
nities available to veteran applicants
since less than one-fourth of ES's vet-
eran applicants are economically dis-
advantaged, during any given year. In
addition, the Department agrees that
inadequate historical data Is currently
available to set meaningful levels for
the referred to training indicators.
)Since the decision to Include referred
to training as a reporting Item on the
Department's Employment Security
Automated Reporting System
(ESARS) was not reflected on the FY
1978 ESARS reporting forms, some
confusion arose concerning how to
record these referred to training
countsThe result was Inconsistent im-
plementation of the referred to train-
ing reporting standards during FY'
1978. In view of these concerns the De-
partment believes the inclusion of re-
ferred to training floors and indicators
of compliance for FY 1979 'iould not
be appropriate at this time. According-
ly, the Department will reconsider the
establishment of referred to training
indicators for FY 1980.

As a result of the Department's deci-
sion to delay implementation of the re-
ferred to training indicators, State
agencies will be required to meet the
placement and any two of the remain-
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ing floor levels of accomplishment and
meet nine of the sixteen veterans pref-
erence indicators described at 20 CFR
653.230. .

4. One commentor complained that
the proposed FY 1979 preference level
for placement of disabled veterans was
too high, since some disabled veterans
are very selective in their job choices
due to the adverse impact acceptance
of a job can have on their receipt of
disability payments. The Department
was informed by the Veterans Admin-
istration (VA) that compensation re-
ceived by disabled veterans is affected
by job acceptance only in the case
where a disability rating is based on a
determination of unemployability.
The VA indicated further that only
veterans with a disability rating be-
tween 60 and 90 percent would possi-
bly have a rating based on unemploya-
bility and that less, than 5 percent of
all veterans receiving disability pay-
ments would have these payments af-
fected by job acceptance. The Depart-
ment also considers the proposed
placement preference level for dis-
abled veterans necessary to ensure
that the special needs of these veter-
ans are addressed by all State agen-
cies. Therefore, the proposed FY 1979
preference level for placement of dis-
abled veterans will remain unchanged.

5. Several comentors felt that the
proposed indicators were too low in
view of the statutory requirement in
38 U.S.C. 2007(a)(1) that the Secretary
of Labor establish administrative con-
trols to insure that each eligible veter-
an and each eligible person receives
some specific form of employment as-
sistance. Xn accordance with this provi-
sion, the Department has established
in 20 CFR 653.221-226, comprehensive
standards of performance governing
services to veterans and eligible per-
sons which must be met by State agen-
cies. ETA Regional Administrators
have responsibility for the quarterly
review and assessment of State agency
compliance with these standards of
performance pursuant to 20 CPR
653.230(k).

The veterans preference indicators
provide an additional monitoring and
assessment instrument for determin-
ing compliance in accordance with the
mandate of 38 U.S.C. 2007(b). The in-
dicators set numerical values for meas-
uring- several key areas of service to
veterans and eligible persons utilizing
data available through the Depart-
ment's ESARS reporting system. The
Department drafted the proposed indi-
cators for FY 1979 after analyzing per-
formance data from FY 1977 and FY
1978. The intent was to set the indica-
tors at a level which could be realisti-
cally achieved but which would en-.
courage improvement by low perform-
ing State agencies. The. value of this
approach has been demonstrated by

the continuing decline, over the past
two years, in the number of State
agencies not meeting the indicators.
Furthermore, the Department Intends
to analyze this year's results carefully
so that any appropriate adjustments
may be made for FY 1980.

6. Three cornmentors discusssed the
problems involved with the placement
preference for recently separated Viet-
nam-era veterans in the so-called man-
datory job listing openings which gov-
ernment contractors are required to
list with the employment service
under 38 U.S.C. 2012(a). The com-
ments pointed out that the number of
recently separated Vietnam-era veter-
ans would be minimal after May 1979
because of the definitional limitation
to veterans submitting job applica-
tions within four years of their dis-
charge from the military. This defini-
tional restriction would in turn make
it difficult for State employment serv-
ice agencies to meet the preference in-
dicator for mandatory job listings.
One conmentor also expressed con-
cern that veterans who faced combat
in Vietnam and who were discharged
from the military more than four
years ago would not be eligible for the
preference.

The Department notes that Con-
gress was explicit in its determination
that recently separated Vietnam-era
veterans be provided preference in Job
openings which government contrac-
tors are required to list with the em-
ployment service under 38 U.S.C.
2012(a). Any change with regard to
this statutory preference would there-
fore have to be made by Congress. The
Department does not anticipate that
the definitional limitation for recently
separated Vietman-era veterans will be
a significant barrier to State agency
compliance with the mandatory Job
listing preference indicator In FY 1979
and, therefore, the preference level
has not been changed. However, to the
extent that the definitional limitation
may be shown to substantially prevent
a State agency from complying with
this preference indicator, the Depart-
ment may consider such a showing as
good cause evidence for noncompli-
ance under 20 CFR 653.230(k)(2).
Since the impact of the definitional
limitation will be felt most heavily in
FY 1980, the Department will recon-
sider its position on this Issue at that
time.

7. One commentor suggested that
the number of veterans inactivated
with some reportable service be meas-
ured against the total number of vet-
erans who were inactivated. Current
practice is to measure the number of
veterans inactivated with some repor-
table service against the total number
of veteran applicants, in both active
and inactive status. Although this sug-
gested change would provide a more

technically accurate measure of serv-
Ice rates for veterans inactivated with
some reportable service the Depart-
ment has determined that it would not
be in the best interest of the veterans
served to change the method of com-
putation at this time. The current
method of computation affords a rea-
sonably accurate measure of overall
services provided to veterans. More-
over, such a substantial change in
methodology following only one year
of experience with the current formu-
las may create unnecessary confusion
and reduce the potential effectiveness
of the compliance indicators in pro-
moting increased services to veterans.
However, the Department will further
consider the suggested computational
change in the future.

The final regulations also make sev-
eral clarifying and technical changes
to reflect recent organizational
changes within ETA. For the conven-
ience of Its readers, the Department is
republishing the entire 20 CFR Part
653. Subpart C, as amended.

Accordingly, 20 CFR Chapter V,
part 653, Subpart C, is revised to read
as follows:

Subpart C-Services for Verans

PURPOSE AND D~n=ONS
See.
653.200 Purpose and scope of subpart.
653.201 Definitions of terms used In sub-

part.

P onmAL AxnzwsTnlnoN
653.210 Role of the Administrator.
653.211 Role of the Veterans Employment

Service (VES).
653.212 Role of Regional Administrator

(RA).
653.213 Assignment and role of Regional

Veterans' Employment Representatives
(RVERs).

653.214 Assignment and role of State Vet-
erans' Employment Representatives
(SVERs).

STANDARDS OF PERFORIANcE GOVERMM;
STATE AocYc Stvxczs To V=EaAxAN5sD
ELiGhLE PERos

653.220 Standards of performance.
653.221 Standards of performance govern-

Ing State agency services.
653.222 Performance standard on facilities

for VES staff.
653.223 Performance standards on report-

Ing.
653.224 Performance standards governing

the assignment and role of Local Veter-
ans' Employment Representatives.
(LVERs).

653.225 Standards of performance govern-
ing State agency cooperation and coordi-
nation with other agencies and organiza-
Uons interested in the employment de-
velopment of veterans and eligible per-
sons.

653.226 Standards of performance govern-
Ing complaints of veterans and eligible
persons.
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FEDERAL MONITORING OF STATE AGENCY
COMPLIANCE

653.230 Veterans preference indicators of
compliance.

653.231 Secretary's annual report to Con-
gress.

AuTHonrry 38 U.S.C. chapters 41 and 42;
Wagner-Peyser Act, as amended, 29 U.S.C.
49 et seq.; see. 104 of the Emergency Jobs
and Unemployment Assistance Act of 1974
Pub. L. 93-567, 88 Stat. 1845.

Subpart C-Services for Veterans

PURPOSE AND DEFINTIONS-

§ 653.200 Purpose and scope of subpart.
I(a) This subpart contains the De-

partment of Labor's regulations for
implementing 38 U.S.C.' 2001-2008
(Chapter 41) which requires the Secre-
tary of Labor to refer eligible veterans
and eligible persons to employment
and training opportunities through
the public employment service system
established pursuant to the Wagner-
Peyser Act; as amended, 49 U.S.C: et
seq.

(b) This subpart reiterates the re-,
quirement contained in the Depart-
ment of Labor's Office of Federal Con-.
tract Compliance Programs' regulation
under 38-U.S.C- 2012(a) at '41 CFR 60-
250.33. 41 CFiR 60-25"0.33, paragraphs
(a) and (b), require State employment
service agencies to refer qualified dis-
abled veterans and veterans of the
Vietnam era on a priority basis to job
openings listed with them by certain
Federal contractors pursuant to 38'
U.S.C. 2012(a): Section 653.221(a)(7)(i),
moreover, goes beyond the require-
ment of 41 CFR 60-250.33 by requiring
State agencies to give priority in refer-
ral to qualified disabled veterans and
veterans of the Vietnam era with' re-
spect to all job- openings listed with
the State agency's local offices. ,

(c) This subpart references the De-
partment of Labor's Office of Federal
Contract Compliance Programs' regu-
lation under 38 U.S.C. 2012(b) at 41
CFR 60-250.26. That regulation pro-
vides that disabled veterans and veter-
ans of the Vietnam era may file with
Local Veterans' Employment Repre-
sentatives complaints alleging viola-
tions of 38 U.S.C. 2012 or of the De-
partment's regulations at 41 CFR Part
60-250. 41 CFR 60-259.26 also sets
forth the procedures for handling
such complaints.

(d)(1) This subpart partially imple-
ments section 104 of the Emergency
Jobs and Unemployment Assistance
Act of 1974, Pub. L. 93-567, 88 Stat.
1845, Sec. 104 of that Act requires the
Secretary of' Labor, in consultation
and cooperation with the Administra-
tor of Veterans' Affairs and the Secre-
,tary of Health, Education, and Wel-
fare, to provide for an outreach and
public information program to pro-
duce jobs and training opportunities

for all persons who were discharged
from the Armed Forces 'within four
years of the date they apply for such
jobs or job training.

(2) The Department has also imple-
mented section 104 of the Emergency
Jobs and Unemployment Assistance
Act of 1974 in.the regulations under
the Comprehensive Employment and
Training Act (CETA) at 29 CFR Parts
94-99.

(3) The Secretary has also imple-
mented section. 104 of the Emergency
Jobs and Unemployment Assistance
Act of 1974 by Secretary's Order 17-
76, which established within the De-
partment of Labor a Secretary's Com-
mittee on Veterans' Affairs, and which
assigns to the Committee the follow-
ing functions:

(i) Serving as the principal advisory
and coordinating group to the Secre-
tary of Labor on matters affecting vet-
erans; -

(i) Consulting with-and providing
guidance to the appropriate DOL
Agencies and the DOL Program and
Budget Review Committee (PBRC)
[reconstituted as the Management
Review Committee by Secretary's
Order 3-77] on the formulation, imple-
mentation and redirection of depart--
mental policies and programs as they
affect veterans, especially in the areas
of unemployment, job training, em-
ployment and reemployment;

-(ill) Reviewing the operational effec-
tiveness of departmental plans and
programs affecting veterans;.

(iv) Facilitating DOL executiv6-level
communications on -veterans' affairs
within the Department and with other
governmental agencies, veterans' orga-
nizations, labor, management, and the
Congress;

(v) Reviewing and 'suggesting re-
search essential to the implementation
of effective departmental programs' on
behalf of veterans; and

(vi) Coordinating: the preparation of
any reports to the Congress concern-
ing veterans' affairs which involve the
activities of more than one DOL
agency.

(e)(1) This subpart also implements
.38 U.S.C. Chapter 42 in that: (i)'Title
IV of the Vietnam Era Veterans' Re-
adjustment Assistance Act of 1974
amended 38 U.S.C. Chapter 41, section
2007, by adding a new subsection (b)
which states:

The Secretary of Labor shall establish de-
finitive performance 'standards for deter-
mining compliance by State public employ-
ment agencies with the provisions of this
chapter and chapter 42 of this title. A full
report as to'the extent and reasons for any
noncompliance by any, such- State agency
during -any'fiscal year, together with the
agency's plan for corrective action during
the succeeding year, shall be included in the
annual report of the Secretary of Labor re-
quired by subsection (c) of this section.

(ii) Title VI of the Veterans' Educa-
tion and Employment Assistance Act
of 1976 amended 38 U.S.C., Chapter
42, section 2012, by adding a new sub.
section (c) which states:

The Secretary shall include as part of the
annual report required by section 2007(c) of
this title the number of complaints filed
pursuant to subsection (b) of this section
[2012], the actions taken thereon, and the
resolutions thereof. Such report shall also
include the number of contractors listing
suitable employment openings, the nature,
types, and number of positions listed and
the number of veterans receiving priority
pursuant to subsection (a)(2) of this section,

(2) Since section 2012 of 38 U.S.C.
Chapter 42 places responsibilities on
State employment service agencies,
this subpart prescribes performance
standards for such agencies. The De-
partment has also prescribed regula-
tory standards under 38 U.S.C. 2012
for such, agencies at 41 CFR Part 60-
250. '

(f) ,This subpart references section
205(c)(5) of the Comprehensive Em-
ployment and Training Act of 1973
(CETA), as amended, 2D U.S.C. 801 et
seq. Section 205(cX5) requires that ap-
plicants for public service employment
funds under Title II of CETA must
provide the Department of Labor with
assurances that they will give special
consideration to certain unemployed
veterans who served in the Armed
Forces in Indochina or Korea on or
after' Aigust 5,. 1964.'.(See 29 CPR
94.4(2).)

§ 653.201 Definitions of terms used In sub-
part.

"Administrator, United States 'Em-
ployment Service (Administrator)"
shall mean the chief official of the
United States Employment Service
(USES)."Assistant Veterans' Director for
Employment (ASDVE)" shall mean it
Federal employee who Is designated as
an assistant to a State Director for
Veterans' Employment (SDVE).

"Deputy Assistant Sdcretary for Vet-
erans Employment (DASVE)" shall
mean the Department of Labor offi-
cial who is' the' chief official of the
Veterans,Employment Service.

"Disabled Veteran" shall mpan
either: (1) A person entitled to disabil-
ity. compensation under laws adminis-
tered by the Veterans Administration
for a disability rated at less than 30
per, centum, or (2) a person who is a
"special disabled veteran" as defined
in this section. (Note* Special disabled
veterans are a subcategory of disabled
veterans. Persons who are special dis.
Abled veterans, therefore, are one kind
of disabled veterans, but they shall-be
designated as special disabled veterans
for application and referral purposes.)

"Eligible person" shall mean:
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(1) The spouse of any person who
died of a service-connected disability,
or

(2) The spouse of any member of the
armed forces serving on active duty
who, at the time of application for as-
sistance under this subpart, is listed,
pursuant to 37 U.S.C. 556 and the reg-
ulations issued thereunder, by the Sec-
retary concerned, in one or more of
the following categories.and has been
so listed for a total of more than 90
days: (i) Missing in action, (ii) cap-
tured in line of duty by a hostile force,
or (iii) forcibly detained or interned in
line of duty by a foreign government
or power, or

(3) The spouse of any person who
has -a total disability permanent in
nature resulting from a service-con-
nected disability or the spouse of a
veteran-who died while a disability so
evaluated was in existence.

"Eligible veteran" shall mean a
person who served in the active mill-
tary, naval or air service and who was
discharged or released therefrom with
other than a dishonorable discharge.

"Local Vpterans' Employment Rep-
resentative (LVER)" shall mean an of-
ficial in a local office of a State em-
ployment service agency, designated
by the State Director to serve veterans
and eligible persons pursuant to this
subpart.

"Recently separated veteran of the
Vietnam era" means a "veteran of the
Vietnam era" who was discharged or
released from active duty within 48
months of his/her application for em-
ployment.

"Regional Administrator (RAY' shall
mean the chief official of the Employ-
ment and Training Administration in
each Department of Labor region.

"Regional Director .for Veterans'
Employment (RDVE)" shall mean the
Federal official designated by the
DASVE, in each Department of Labor
regional office who serves veterans
and eligible persons pursuant to this
subpart. The RDVE shall report to, be
responsible to, and be under the ad-
ministrative direction of the DASVE.
In addition, the RDVE shall report to,
be responsible to, and be under the
operational direction of the RA.

"Reportable service" shall mean
counseling, job development, referral
to a job, referral to training, enroll-
ment in training, referral to support-
ive services, testing, and placement.

"Special disabled veteran" shall
mean a person entitled to disability
compensation under laws administered
by the Veterans Administration for a
disability rated at 30 per centum or
more, or a person whose discharge or
release from active duty was for a dis-
ability incurred-or aggravated in line.
of duty.

"State Director for Veterans' Em-
ployment (SDVE)" shall mean a Fed-

RULES AND REGULATIONS

eral official, designated by the
DASVE, who, under the RDVE, serves
the employment needs of veterans and
eligible persons in a particular State
pursuant to this subpart.

"United States Employment Service
(USES)" shall mean the component of
the Employment and Training Admin-
istration of the Department of Labor,
established under the Wagner-Peyser
Act of 1933 to coordinate a national
system of public employment service
agencies.

"Veteran" shall mean "eligible veter-
an", "disabled veteran", "special dis-
abled veteran", and "Veteran of the
Vietnam era".

"Veteran of the Vietnam era" shall
mean a person who: (1) Served on
active duty for a period of more than
180 days, any.part of which occurred
during the Vietnam era (August 5,
1964 through May 7, 1975) and was
discharged or released therefrom with
other than a dishonorable discharge;
or (2) was discharged or released from
active duty for a service-connected dis-
ability if any part of such active duty
was performed during the Vietnam
era.

"Veterans Employment Service
(VES)" shall mean the organizational
component within the Employement
and Training Administration which is
concerned with policies and services
relating to employment development
on behalf of veterans and eligible per-
sons.

FEDERAL ADiaTSRAION

§ 653.210 Role of the Administrator.
The Administrator, USES, shall

have overall responsibility for adminis-
tering this subpart and for monitoring,
in coordination with other ETA com-
ponents, State agency compliance with
the regulations under this subpart.

§ 653.211 Role of the Veterans Employ-
ment Service (VES).

(a) The Deputy Assistant Secretary
for Veterans Employment (DASVE)
shall monitor and evaluate the per-
formance of the State agencies under
this subpart. The DASVE shall make
every effort, in coordination with the
Veterans Administration, Department
of Health, Education, and Welfare,
other Federal and State agencies, edu-
cational institutions, unions, veterans
organizations, and community groups
to produce job and training opportuni-
ties for veterans and eligible persons
through Department of Labor admin-
istered programs relating to unem-
ployment, job training, and employ-
meht.

(b) The DASVE, shall have a VES
field staff comprised of Regibnal Di-
rectors for Veterans' Employment
(RDVES), State Directors for Veter-
ans' Employment Representatives

13247

(SDVES), and assistants to the
SDVES (ASDVES) and their staffs.
RDVES, SDVES and ASDVES shall
provide functional supervision, guid-
ance and assistance to the State agen-
cies pursuant to this subpart.

E43 FR 9093, Mar. 3, 1978; 43 FR 12855, Mar.
28, 1978]

§ 653.212 Role of the Regional Adminis-
trator (RA).

Each RA shall have overall responsi-
bility in the region for administering
this subpart and for monitoring State
agency compliance with the regula-
tions under this subpart.

§ 653213 Assignment and role of Regional
Veterans' Employment Representatives
(RVERs)

(a) The DASVE shall assign an
RDVE to each Employment and
Training Administration (ETA) re-
gional office. Every RDVE shall be an
eligible veteran, who shall be appoint-
ed pursuant to the provisions of 5
U.S.C. which govern appointments in
the Federal competitive service, and
who shall be paid pursuant to the pro-
visions of 5 U.S.C which govern ap-
pointments In the Federal competitive
service, and who shall be paid pursu-
ant to the provisions of 5 U.S.C. Chap-
ter 51, and Chapter 53 of subchapter
IEL

(b) An RDVE shall be stationed in
each ETA regional office. The RDVE
shall be a member of the ET$ regional
executive staff.

(c) The RDVE shall provide advice
and expertise to the RA on matters re-
lating to ETA services to veterans and
eligible persons. The RDVE shall also:

-i) Supervise the activities of all
VES field staff within the region;

(2) Provide support for, and assist in
the coordination of, all ETA policies
and programs as they affect veterans,
especially policies and programs relat-
ing to unemployment, job training,
and employment by:.

(i) Providing direction and support
to SDVEs and ASDVEs;

(H) Reviewing SDVE and other find-
ings regarding State agency compli-
ance with the regulations under this
subpart and recommending appropri-
ate corrective action to the RA;

(iII) Assisting other ETA regional
office staff in the coordination of ETA
employment and training programs as
they affect veterans,

(v) Coordinating within the region
ETA activities relating to veterans'
services with other agencies and orga-
nizations, such as the Department of
Defense, the Veterans Administration,
the U.S. Civil Service Commission, the
President's Committee on Employ-
ment of the Handicapped, the Office
of Vocational Rehabilitation and
other Department of Health, Educa-
tion, and Welfare agencies, labor
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unions, veterans organizations, em-
ployers and community organizations;

(v) Cooperating with the Employ-
ment Standards Administration of the
Department of Labor in the resolution
of complaints by veterans under the
Department's regulations at 41 CFR
Part 60-250; and

(vi) Monitoring and assessing unem-
ployment, job training, employment
and other services to veterans under
ETA regulations.

(3) Monitor and evaluate State
agency performance under this sub-
part by:

(I) Reviewing and analyzing month-
ly, quarterly and annual reports re-
quired by ETA data systems. RDVEs
shall compare actual services to veter-
ans by each State agency by compar-
ing the statistics generated by the vet-
erans preference indicators of compli-
ance set forth in- § 653.230 against the

.performance standards set forth at
§ 653.221-26; and

di.).With input from SDVEs as apro-
priate, assisting the RA in conducting
that portion of periodic and special re-.
views of State agency performance
pertaining to the provision of services
to veterans.

§653.214, Assignment and role of State
Veterans' Employment Representatives
(SVERs).

(a) A representative of the VES shall
be assigried to each State agency to
serve as the State (Director for Veter-
ans' Employment (SDVE)). One As-

- sistant (Director for Veterans' Em-
ployment Representative (ASDVE))
shall be assigned to each State agency
per each 250,000 eligible veterans and
eligible persons in the State popula-
tion and additional (ASDVEs) shall be
assigned whenever the data colle cted
under this subpartindicates that addi-
tional ASDVES are necessary.'

(b) Each SDVE and ASDVE shall be
an eligible veteran, who, at the time of
appointment, shall have been a bona
fide resident of the State for at least 2
years, and shall be appointed pursuant
to the provisions of 5 U.S.C. which
govern appointments to the Federal
competitive service, and who shall be
paid pursuant to the provisions of 5
U.S.C. Chapter 51 and Chapter 53,
Subchapter III.

(c) The SDVE, ASDVEs, and their
VES Federal'support staff shall be at-
tached to the State office staff of the
State agency to which they-are as-
signed.

(d) Under the direction ahd supervi-
sion of the RDVE, and in cooperation
with the State agency staff and the
staffs of other ETA funded employ-
ment and training programs in the
Statethe ASDVEs and SDVE shall: ,1(1) Provide support and assist in co-
ordinating all ETA policies and all
ETA funded programs in the State as

they affect veterans and eligible per-
sons, especially policies and programs
relating to unemployment, job train-
ing, and employment;

(2) Functionally supervise services to
veterans by the State agency. Func-
tional supervision shall consist, of as-
sisting'State agency personnel in car-
rying out services to veterans and eli-
gible persons and evaluating their pei-
formance. Functional supervision shall
entail- providing technical assistance,
making suggestions -for improvement
of services, helping to plan programs
and projects, checking for compliance
with ETA regulations affecting veter-
ans helping to correct errors by work-
ing with local and State staffs, analyz-
ing work as it affects veterans and eli-
gible pers6ns, training new State
agency employees and providing re-
fresher courses for State agency staff,
bringing matters which require correc-
tive action to the attention of those
State agency personnel who have au-
thority over policy, procedures and
staff. Functional. supervision does 'not
authorize an SDVE or ASDVE to hire,
fire, discipline or issue directives to
State agency employees. Nor does it
authorize and SDVE or ASDVE to
make regulations, change procedures
or establish policies, for the State
agency without specific authority
from the State agency;

(3) Engage in job development and
job advancement activities on behalf
-of veterans and eligible persons, in-
cluding coordination with the Veter-
ans Administration in its carrying out
of the'Veterans Outreach Services
Program under subehapter IV of chap-
ter 3 of 38 U.S.C., and including the
conduct of job fairs, job 'marts and
other special programs to match veter-
ans and eligible persons with appropri-
ate job, and job-training opportunities;

(4) Assist in securing and maintain-
ing current information on available
employment and training opportuni-
ties, using, when feasible, electronic,
data processing and telecommunica-
tions systems, and in matching veteran
and eligible persons applicants' qualifi-
cations with available jobs, training
and apprenticeship opportunities;

(5) Promote the interest of employ-
ers and labor unions in employing and
in conducting on-the-job training and
apprenticeship programs for veterans
and eligible persons;

(6) Maintain regular contact with
employers, labor unions, training pro-
gram sp _sors and veterans organiza-
tions to keep them advised of veterans
and eligible persons who are available
for employment and training;,(7) Keep veterans and eligible per-
sons advised of opportunities for em-
ployment and training; and

(8) Coordinate, in conjunction with
the RDVE as appropriate, ETA activi-
ties _ relating to veterans services

within the State with the activities of
other agencies and organizations such
as the Veterans Administration, the
Department of Defense, the U.S. Civil
Service Commission, the Department
of Health, Education, and Welfare,
State agencies such as Vocational Re-
habilitation agencies, Governors Com-
mittees on Employment of the Handi-
capped, and unions, veterans organiza-
tions, employer associations and other
community groups.

(9) Monitor and evaluate State
agency performance under this sub-
part .using local office and State
agency reports including:

(I) Monthly, quarterly and annual
reports of actual activity levels gener-
ated by required data systems;

(ii) Reports generated by the State
agency Self-Appraisal System; and

(ill) Internal reports prepared by
State agency staffs such-as field super-
visory, technical assistance and re-

,search staffs. •
(10) Compare actual services to vet-

erans and eligible persons against the
standards for State agency perform-
ance set forth at § 653.221-26.

(11) Conduct periodic onsite reviews
of local offices to assess their perform-
ance under this subpart. Such reviews
shall include detailed, comprehensive
analyses of all local office activities re-
lated to serving veterans and eligible
persons, and spot-checks of particular
local offices to validate information
the SDVE has obtained through the
State agency Self-Appraisal System,
regular data systems, field supervisors,
technical staff or otherwise. The
SDVE shall review the performance of
large local offices at least once each
fiscal year on a formal, comprehen-
sive, in-depth basis, and shall, periodi-
cally review smaller local offices which
evidence problems in providing serv-
ices to veterans and eligible persons
pursuant to this subpart until the
problems are resolved.

STANDARDS OF PERFORMANCE GOVERNING
STATE AGENCY SERVICES TO VETERANS
AND ELIGIBLk PERSONS

§ 653.220 Standards of performance.
Sections 653.221-226 set forth the

standards of performance governing
services to veterans and eligible per-
sons which must be met by the State
employment service agencies.

§ 653.221 Standards of performance gov-
erning State agency services.

(a) Each State agency shall assure
that all of Its local offices, using
LVERs and other staff, offer the fol-
lowing services to all veterans and eli-
gible persons:

(1) Registration. Local offices shall
encourage all veterans and eligible
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persons to file complete applications
for appropriate job or training oppor-
tunities by explaining the services
they may expect to receive on the
filing of a full application. Local of-
fices, however, may take partial appli-
cations for veterans and eligible per-
sons if they are job attached, or if
they are on strike or layoff and ex-
pecting to return to work unless such
applicants request the oibportunity to

-file full applications. Local offices may
also take partial applications on veter-
an and eligible person applicants who
say they do not wish to file full appli-
cations after the benefits of filing a
full application have been explained to
them.

(2) Interviewing. As appropriate,
local offices shall interview veterans
and eligible persons on a priority basis
to review and analyze the information
on their application cards, to assure
that all of the applicant's qualifica-
tions for employment are adequately
presented, to determine any need for
employment counseling, to evaluate
the occupationally significant facts
about the applicants, and to select
suitable job choices and job-finding
techniques.

(3) Counseling. As appropriate,
qualified local office staff shall discuss
with veteran and eligible person appli-
cants on a priority basis their present
and potential qualifications for work,
alternative vocational choices, and oc-
cupational requirements to assist them
in formulating a plan to achieve their
occupational and/or training goals. As
appropriate, the counselors shall also
provide such applicants with assist-
ance in solving problems relating to
the obtaining or holding of jobs.

(4) Testing. As appropriate, qualified
local office staff shall administer ob-
jective aptitude and proficiency tests
to veteran and eligible person appli-
cants on a priority basis.

(5) Referral to supportive services.
As appropriate, local offices shall refer
veteran and eligible person applicants
on a priority basis to supportive serv-
ices available in the community such
as medical, legal aid, child care and
transportation assistance, which are
likely to assist them to obtain employ-
ment and/or training.

(6) Job development As appropriate,
local offices shall attempt to develop
job openings for veteran and eligible
person applicants on a priority basis
through employer contacts and other-
wise whenever suitable job openings
are not available in local office files.
Such efforts shall include "attempts to
foster the elimination of hiring re-
quirement not related to job perform-
ance.

(7) Job and training referral (i)
Whenever there is more than one ap-
plicant qualified for a job opening, or
for a training opportunity, local of-

fices, except as provided in paragraphs
(a)(7) (i) and (Ill) of this section, shall
observe the following order of priority
in making referrals to the job open-
ings or training opportunity:.

(A) Qualified special disabled veter-
ans;

(B) Qualified veterans of the Viet-
nam era;

(C) Qualified disabled veterans other
than special disabled veterans;

(D) All other qualified veterans and
eligible persons;

(E) Qualified nonveterans.
(ii) Whenever there is more than"

one applicant qualified for a job open-
ing listed under the mandatory listing
requirement of 38 U.S.C. 2012, local of-
fices shall observe the order of prior-
ity in making referrals set forth in
paragraph (a)(7)(i) of this section,
except that qualified recently separat-
ed veterans of the Vietnam era shall
be referred ahead of other qualified
veterans of the Vietnam era.

(ill) Whenever a State agency or a
local office is a subgrantee or contrac-
tor under the Comprehensive Employ-
ment and Training Act (CETA) or

- Title IV of the Social Security Act
(Work Incentive (WIN) Program), the
local office shall refer veterans to Job
and training opportunities under those
programs in accordance with the
CETA regulations at 29 CFR Parts 94-
99 or the WIN regulations at 29 CFR
Part 56.

(b) State agencies shall:
(1) Establish outreach programs de-

signed to make veterans and eligible
persons aware of the ES services avail-
able to them. Such programs shall in-
clude contact with veterans organiza-
tions, Veterans Administration facili-
ties, military bases, military hospitals
and other appropriate organizations.
The State agency public information
program shall develop and disseminate
labor market information to assist vet-
erans and eligible persons in Job
search activities, using public service
announcements in the media as appro-
priate.

(2) Provide special designation, filing
and retrieval procedures in each local
office to readily identify veteran and
eligible person applicatiols and to
monitor the provision of services to
veteran and eligible person applicants
on a priority basis. Separate special
designation shall also be given to ap-
plications of disabled veterans.

(c) Local offices shall review veteran
and eligible person applications each
30 calendar days and, if no reportable
service has been recorded during the
previous 30 calendar days, shall, if pos-
sible, determine each applicant's cur-
rent status and desire for further ES
assistance by telephone, visit, or mail.
If further assistance is desired by the
applicant, the local office shall initiate
reportable services as appropriate. All

reportable services given shall be
noted on the applicant's application
card.

(d) Local offices shall assure that
the applications of veterans and eligi-
ble persons are not automatically inac-
tivated in accordance with normal pro-
cedures without the following special
review:

(1) Identification of the applications
of veterans and eligible persons sched-
uled for inactivation;

(2) A file search for their records;
and evidence that warrants inactiva-
tion such as placement in a job or
training opportunity, an explicit re-
quest from an applicant to inactivate
an application, notice that applicant
has moved out of the local office juris-
diction, etc. If inactivation is sched-
uled but not warranted, appropriate
reinstatement actions should be taken.

(e) Whenever feasible, local offices
shall refer qualified veterans and eligi-
ble applicants within two working days
after they file their applications to job
opportunities developed under the
mandatory listing requirement of the
Department's regulations at 41 CPR
Part 60-250, under the Comprehensive
Employment and Training Act
(CETA), or contained in Job Bank list-
ings. If necessary, local office hours
and staff working schedules shall be
adjusted so that this requirement can
be met.

§ 653.222 Performance standard on facili-
ties for VES staff.

Each State agency shall provide ade-
quate and appropriate facilities includ-
ing office space, furniture, telephone,
etc. to the SDVE, ASDVEs and VES
support staff attached to the State
agency.

§653.223 Performance standards on re-
porting.

(a) State agencies shall provide
RDVEs, SDVEs, and ASDVEs with
access to regular and special internal
State agency reports which relate in
whole or in part with services to veter-
ans and/or eligible persons.

(b) No special reporting require-
ments are established by this subpart.
Existing reporting systems include in-
formation on services to veterans and
eligible persons and shall be used by
ETA and the State agencies to admin-
ister the provisions of this subpart.
ETA, however, may require special re-
ports from State agencies from time to
time.

§ 653.224 Performance standards govern-
ing the assignment and role of Local
Veterans! Employment Representatives
(LVERs).

(a) At least one member of each
State agency staff, preferably an eligi-
ble veteran, shall be assigned by the
State Director as a full-time Local Vet-
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erans' Employment Representative
(LVER) to every local office which:

(1) Has had 1,000 new and renewal
applications from veterans and eligible
persons during the last Federal fiscal
year; or

(2) Has a total of ,000 Veterans and
eligible persons in the local office ad-
ministrative area population.

(b) The State Director may.
(1) Assign additional full-time

LVERs to local offices described in
paragraph (a) of this section based on
the State Director's determination of
need; and

(2) Assign less than full-time LVERs
to.local offices described in paragraph
(a) of this section if a lack of need for
a full-time LVER is documented to the
satisfaction of the DASVE as evi-
denced by the written approval of the
DASVE.

(c) The State Director shall assign
LVERs on a part-time basis to local of-
fices other than those described in"
paragraph (a) of this section. State Di-

-rectors shall assure that periodic eval-
uations are made 'to determine the
adequacy of services provided to veter-
ans and eligible persons, and if neces-
sary, they shall reallocate the time de-
voted to serving veterans and eligible
persons by, for example, assigning ad-
ditional full-time LVERs.

(d) Each LVER shall discharge, at
the local office level, the duties pre-
scribed for the SDVE in paragraph (d)
of § 653.214. The LVER may also be
delegated line supervision over veter-
ans units assistant LVERs and veteran
aides and may be assigned direct
duties with respect to services for vet-
erans and eligible persons by the local
office manager.

(e) Each LVER shall be administra-
tively responsible to the local office
manager and shall provide functional
supervision over all local office serv-
ices to- veterans and eligible persons.
The- term "functional supervision" as
used in this paragraph- shall mean
evaluating local office personnel in
their performance-of services to veter-,
ans and eligible persons and assisting
them to carry out these services more
effectively. -1.

(1) 'Functional supervision entails
providing technical assistance, making
suggestions for the improvement of
services, helping to plan programs, Ini-
tiating projects, checking for compli-
ance with regulations, helping to cor-
rect errors by working with local office
staff, analyzing work as it affects vet-
erans and eligible persons, training
new local office employees, providing
refresher courses for other staff, and
assisting all 'local office personnel to
improve services to veterans and eligi-
ble persons. It also involves the bring-
ing of matters which the LVER be-
lieves require corrective action to the
attention of the local office manager

RULES AND REGULATIONS

and other officials who have line au-
thority to set or change policy and
procedure and to supervise staff.

(2) Functional 'supervision does not
entail the right to hire, fire, or disci-
pline any, local office employee. Nor
does it authorize an LVER to make
regulations, change procedures or es-
tablish policies for the local office
without specific authority from the
local office manager.

§ 653.225 Standards of performance gov-
erning State agency cooperation and
coordination with other agencies and
organizations interested in the employ-
ment development of veterans and eli-
gible persons.

(a) Each State agency sjhall establish
cooperative working relationships with
the Veterans Administration (VA)
office serving the State, to maximize
the use of VA training programs for
veterans and eligible persons, particu-
larly on-the-job and other skill train-
ing. Such working relationships should
provide for the exchange of informa-
tion on available training opportuni-
ties and on veterans and eligible per-
sons available to be trained, the plac-
ing-of job orders-with the ES by em-
ployers who provide VA-approved on-
-the-job training, the referral of veter-
ans and eligible persons to such job
openings, and joint ES-VA programs
to aid VA field staff in providing as-
sistance to employers with- VA pro-
grams. Each State- agency should de-
velop a written agreement with its VA
counterpart covering areas of mutual
concern and delineating each agency's
areas of responsibility.

(b) Each-State agency shall develol
cooperative arrangements with public
agencies and other organizations who

- are sponsors of programs under the
Comprehensive Employment and
Training Act of 1973 (CETA). State
agencies shall make their staffs aware
of the fact that, under section
205(c)(5) of the Comprehensive Em-
ployihent and Training Act, sponsors
of public service employment -pro-
grams under Title II of. that Act are

,required to make special efforts to ac-
quaint veterans with the public service
jobs available under Title II of CETA
and to coordinate thieir efforts on
behalf of veterans with ES activities
under this subpart.

§ 653.226 Standards of performance gov-
erning complaints of veterans and eli-
gible persons.

(a) Any veteran or eligible person
may file a complaint with the LVER.
The LVER shall handle the complaint
in accordance with the provisions of
Subpart E of Part 658 of this chapter
except that, if the coniplaint relates to
the responsibilities of an employer,
under 38, U..C. 2012, the LVER shall
follow the Department's complaint

procedures set forth at 41 CFR Parts
60-250.

(b) Each local office shall have infor-
mation on the complaint system avail-
able to veterans and eligible persons at
all times, and shall display a poster
which advises applicants about the
system.

FEDERAL MONITORING OR STATE AGENcY
COMPLIANCE

§ 653.230 Veterans preference indicators
of compliance.

(a) To help in determining whether
the standards of performance set
forth in §§ 653.221-226 are being met,
the ETA shall use the floor levels and
the veterans preference Indicators of
compliance set forth in this" section to
compare the level of services provided
to veterans and eligible persons with
the level of services provided to nonve-
terans.
- (b) The term "applicants" as used in

this section shall mean individuals
who filed or renewed job applications
during the fiscal year. To improve sta-
tistical comparability, the term "non.
veteran" as used in this section shall
not include women and persons 19
years of age or younger. The term
"veferan" as used in this section, shall
include eligible persons. The term
"disabled veteran", as used In this sec-
tion, shall include "special disabled
veteran".

(c) To prevent State agencies, which
are actually performing at low levels
of accomplishment, from. mathemat-
ically appearing, according to the vet-
erans preference indicators of compli-
ance, to be doing well, the ETA shall
establish a floor (minimum) level of
expected accomplishnent for each
State for each reportable service for
each Federal fiscal year. Each year
ETA shall consider each State agen-
cy's past year's accomplishments as a
major factor in establishing the floor
level of accomplishment for the next
Federal fis&al year. Computation of
the floor levels shall also be based on
external and other appropriate fac-
tors.

(1) The floor levels shall be stated as
the ratio of veteran individuals served
to the 'number of veterans applying
for service, rather than the number of
veterans served, to avoid the difficul-
ties associated with establishing abso-
lute numbers under varying condi.
tions, time periods, and locations. The
floor levels of accomplishment for F1 Y
1979 shall be as follows:

(i) A minimum of 6 percent of those
veterans applying for service shall be
counseled.,

,Veterans Counseled/Veteran Appllcantst=0
percent.

(i), A minimum of (NA FY 1919) per-
cent of all veteran applicants shall be
referred to in training.
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Veterans Referred to Training/Veteran
Applicant=(FY 1979) percent.

(ii) A minimum of 7.5 percent of all
veteran applicants shall be provided
job development.
Veteran Job Development Contacts/Veter-

an Applicants=7.5 percent.
(iv) A minimum of 60 percent of all

veteran applicants shall be placed in
jobs.'

Veteran Applicants Placed/Veteran
Applicants=(see list below for State
values).

(v) A minimum of (individual State
values) percent of all veteran appli-
cants shall be inactivated with some
reportable service.

Veteran Applicants Inactivated With Some
Service/Veteran Applicants=60 percent.

Region I (Boston):
Connecticut . . . . 14
Maine .. 24
Massachusetts_ 19
New Ham srhire ---. -- 24
Rhode Island. 24

Vermnt __ -24
Region II (New York):

New Jersey. ........ 22
New York 22
Puerto Rico__ 23
Virgin Islands-........ ..

Region III (Philadelphia):
Delaware.--- - - 14
District of Columbia .. _ 24
Maryland .................... 20
Pennsylvania .... 19
Virgfa- ..... 22
West Virginia .. 23

Region IV (Atlanta):Alabama _.. .... 24
Florida _ 24
Georgia - 24
Kentucky . ....... 23Mississippi 24
North Carotina 23
South Carolina ............... .22
Tennessee-- 23

Region V (Chicago):
Iinois -_ 18
Indiana ... 19
Michigan ........ 16
Minnesota 24Ohio_ ... s1
Wisconsin, 24

Region VI (Dallas):
Arkansas. 24
L.oui _ana__. 24
New Mexico....... 24
Oklahoma 24
Texas ... 24

Region VII (Kansa City):
Iowa .. 24
Kansas-....._ 24
Missouri....24
Nebraska - -- -- . 24

Region VIII (Denver):
Colorado__, 24
Montana 24
North Da ....... _ 24
South Dakota- ...- 24

Uth_ --- 24
Wyoming ........ 24

Region IX (San Francisco):
Arizona ...... 24
California ... 23
Guam---.

ff 24
Nevada. .......... 23

Region X (Seattle):

(Iv)

Placed

Percent
Alask .... 24

Idaho .......... 24
Oregon.. - 24
WashIngton - 24

(2) Only after a State agency meets
three of Its four expected levels of ac-
complishment-one of which must be
the floor level for placement-shall
the veterans' indicators be applied.

(d) The ETA shall compare the level
of State agency services for veterans
versus that for nonveterans by exam-
ining rates of service rather than the
numbers of persons served to compen-
sate for the differing sizes of compari-
son groups and to avoid the difficul-
ties associated with establishing abso-
lute numbers under varying condi-
tions, time periods and locations. In
addition, the two groups, veterans and
nonveterans, shall be compared ater
adjustments for demographic and
other appropriate characteristics to
make them as comparable as possible
within the limitations of available
data systems.

(e) ETA shall establish numerical
values for the veterans preference in-
dicators of compliance for each Feder-
al fiscal year for.

(1) Veterans versus nonveterans:
(2) Veterans of the Vietnam era

versus nonveterans: and
(3) Disabled veterans versus nonvet-

erans. '
() Veterans preference indicators of

compliance for service to all veterans
shall be stated as follows:

(1) The ratio of veteran applicants
counseled to the total number of vet-
eran applicants shall exceed the ratio
of nonveteran applicants counseled to
the total nuinber of nonveteran appli-
cants by at least 25 percent.
Veteran's counseled/Veteran applicants -

Nonveterans counseled/Nonveteran ap-
plicants -1.00=25 percent

(2) The ratio of veteran applicants
referred to training to the total
number of veteran applicants shall
exceed the ratio of nonveteran appli-
cants referred to training to the total
number of nonveteran applicants by at
least (NA FY 1979) percent.
Veterans referred to training/Veteran appli-

cants - Nonveterams refered to train-
ing/Nonveteran applicants -1.00=(NA
FY 1979) percent

(3) The ratio of job development
contacts made for veterans to the total
number of veteran applicants shall
exceed the ratio of job development
contacts made for nonveterans to the
total number of nonveteran applicants
by at least 50 percent.
Job development contacts for veterans/Ver-

eran applicants - Job development con-

1

1
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tacts for nonveterans/Nonveteran appli-
cants -1.00=50 percent

(4) The ratio of veteran applicants
placed in jobs to the total number of
veteran applicants shall exceed the
ratio of nonveteran fpplicants placed
in jobs to the total number of nonvet-
eran applicants by at least 10 percent.

Veterans placed/Veteran applicants Non-
veterans placed/Nonveteran applicant
-1.00=10 percents

(5) The ratio of veteran applicants
Inactivated with some reportable serv-
Ice to the total number of veteran ap-
plicants shall be more than the ratio
of nonveteran applicants inactivated
with some reportable service to the
total number of nonveteran applicants
by at least 15 percent.

Veterans Inactivated with some reportable-
service/Veteran applicant Nonveter-
ans inactivated with some reportable
service/Nonveteran applicants
1.00=15 percent

(g) Veterans preference indicators of
compliance for service to veterans of
the Vietnam era are as follows:

(1) The ratio of Vietnam-era veteran
applicants counseled to the total
number of Vietnam-era applicants
shall exceed the ratio of nonveteran
applicants counseled to the total
number of nonveteran applicants by at
least 35 percent.

Vietnam-era veterans counseled/Vietnam-
era veteran applicants - Nonveterans
counseled/Nonveteran applicants
-1.00=35 percent

(2) The ratio of Vietnam-era veteran
applicants referred to training to the
total number of Vietnam-era veteran
applicants shall exceed the ratio of
nonveteran applicants referred to
training to the total number of nonve-
teran applicants by at least (NA FY
1979) percent.
Vietnam-era veterans referred to training/

Vietnam-era veteran applicants Non-
veterans referred to traning/Nonve-
teran applicants. -1.00=(NA FY 1979)
percent

(3) The ratio of job development
contacts made for Vietnam-era veter-
ans to the total number of Vietnam-
era veteran applicants shall exceed the
ratio of job development contacts
made for nonveterans to the total
number of nonveteran applicants by at
least 60 percent.

Job development contacts for Vietnam-era
veterans/Vietnam-era veteran appli-
cants - Job development contacts for
nonveterans/Nonveteran applicants
-1.00=60 percent.

(4) The ratio of Vietnam-era veteran
applicants placed in jobs to the total
number of VIetnam-era veteran appli-
cants shall exceed the ratio of nonve-
teran applicants placed in jobs to the
total number of nonveteran applicants
by at least 15 percent.
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Vietnam-era veterans placed/Vietnam-era
veteran* applicants -- Nonveterans
placed/Nonveteran applicants -1.00=15
percent

(5) The ratio of Vietnam-era veteran
applicants inactivated with some re-
portable service to the total number of
Vietnam-era veteran applicants shall
be more than the ratio of nonveteran
applicants inactivated with some-re-
portable service to the total number of.
nonveteran applicants by at least 20
percent.

Vietnam-era veterans inactivated with some
reportable service/Vietnam-era veteran
applicants - Nonveterans inactivated
with some reportable service/Nonve-
teran 'applicants - 1.00 = 20 percent

(h) Veterans preference indicators of
compliance for service to disabled vet-,
erans are as follows:

(1) The ratio of disabled veteran ap-
plicants counseled to the total number
of disabled 'veteran applicants shall
exceed the ratio of nonveteran appli-
cants counseled to the total number of
nonveteran applicants by at least 100
percent.
Disabled veterans counseled/Disabled veter;

an applicants -- Nonveterans counseled/,
Nonveteran applicants -1.00=100 per-
cent

(2) The ratio of disabled veteran ap-
plicants referred to training -to the
total number of disabled veteran appli-
cants shall exceed the ratio of nonve-
teran applicants referred to training
to the total number of nonveteran ap-
plicants by at least (NA FY 1979) per-
cent.

Disabled veterans referred to, training/Dis-
abled veteran applicants -Nonveterans
referred to training/Nonveteran appli-
cants -1.00= (NAFY 1979) percent

(3) The ratio of job development
made for disabled veterans to the total
number of disabled veteran applicants
shall exceed the ratio of job develop-
ment contacts made for nonveterans
to the total number of nonveteran ap-
plicants by at least 75 percent.

Job development contacts for disabled vet-
erans/Disabled veteran applicants --
Job development nonveterans/Nonve-
teran applicants L 1.00=75 percent.

(4) The ratio of disabled veteran ap-
plicants placed in jobs to the total
number of disabled veteran applicants
shall exceed the ratio of nonveteran
applicants placed in jobs 'to the total
number of nonveteran applicants by at
least 20 percent.

Disabled veterans placed/Disabled veteran
applicants + Nonveterans placed/Non-
veteran applicants -1.OG=20 percent

RULES AND REGULATIONS

,(5) The ratio of disabled veteran ap-
plicants inactivated with some report-
able service to the total-number of dis-
abled veteran applicants shall exceed
the ratio of nonveterans inactivated
with some reportable service to the
total number of nonveteran applicants
by at least 25 percent.

Disabled veterans inactivated with some re-
portable service/Disabled veteran appli-
cants - Nonveterans inactivated with

.some reportable service/Nonveteran ap-
plicants -1.00=25 percent

(iYThe veterans preference indicator veteran, te 1L.J- -,( I,
of compliance for State agency action action against a State agency pursuant

h m r to Subpart H of Part 658 of this chap-under the m andatory job listin g re- te if o h r n o m a on c es o t e
quirements of 38 U.S.C. 2012 shall be: ter if other information comes to theTherato o th toal umbr o veer-attention of the ETA which ndicates
The ratio of the total number of veter- that a State agency Is not complying
as of the Vietnam era and special dis-subpart.
abled veterans placed in mandatory
listing-job openings to total number of § 653.231 Secretary's annual report to
individuals placed in mandatory listing Congress.
job openings shall exceed 7 percent.

(j) Following analysis of the past (a) The Secretary shall report, after
fiscal year's accomplishments, the nu- the end of each Federal fiscal year, on
merical value for each of the veterans -the success of the Department and the
preference compliance Indicators for State agencies in carrying out the pro-
the next fiscal year will be published visions of this subpart. The report
in the FEDERAL REGiSTER as amend- shall include, by State:
ments to paragraphs (f) through (i) of (1) The number of recently dis-
this section. charged or released eligible veterans,

(k)(1) State agency performance disabled veterans, other eligible veter-
under this subpart shall be reviewed ans and eligible persons who requested.
on a quarterly basis by the ETA re- assistance through the State agency;
gional offices during the conduct of and
regular Operational Planning and (2) Of the categories set forth In
Review System (OPRS) reviews. In ad- paragraph (a)(1) of this section, the
dition, State agency performance - number placed in employment, placed
under this subpart shall be formally in job-training opportunities, or other-
reviewed by the ETA national office wise assisted.
on an 'annual basis using the floor (b) The report shall include any de-
levels of accomplishment and the vet- terminations that:
erans preference indicators of compli- (1) A State agency demonstrated a
ance. The full results of these reviews lack of need for assigning a full-time
shall be incorporated into the Secre- LVER in accordance with § 653.224
tary's annual report to the Congress.
In order to meet the indicators of com- (b)(2); and
pliance, a State agency must: (2) Funds made available under the

(i) Meet the placement and any two prior year's appropriations Act were
of the remaining three floor levels of not needed for carrying out the pur-
accomplishment at paragraph (c) of poses of this subpart.
this section; and (c) The report shall include a desig-

(ii) Meet 9 of the 16 veterans prefer- nation of State agencies which ETA
ence indicators of compliance at para- formally designated as out of compli-
graphs (f) through (i) of this section, ance pursuant to § 653.230(k) with the
giving each of the three placement in- standards of performance set forth in
dicators double weight. - this subpart along with those agencies'

(2) ETA shall consider failure to plans for corrective action during the
meet either of these conditions as evi- succeeding Federal fiscal year.
dence that the State agency is not Signed at Washington, -D.C., this
complying with the performance 27th day of February 1979.
standards at § 653.221-226. Such State
agencies shall be required to provide ERNEST G. GREEN,
documentary evidence to the ETA Assistant Secretaryfor
that their failure is based on good Employment and Training.,
cause. If good cause is not shown, the
ETA, pursuant to Subpart H of Part (FR Doc. 79-7137 Filed 3-8-79; 8:45 am]
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658 of tiis chapter, shall formally des-
ignate the State'agency as out of com-
pliance, shall require It to submit a
corrective action plan for the follow-
ing Federal fiscal year, and may take
other action against the State agency
pursuant to Subpart H of Part 658 of
this chapter.

(1) Even though a State agency vet-
erans' services statistics, including the
floor levels of accomplishment and the
veterans preference indicators of com-
pliance, indicate adequate services to
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,3;54 NOTICES

[4110-92-M]- The Children's Bureau's Natiofial
Center on Child Abuse (CB/NCCAN)

DEPARTMENT OF HEALTH, conducts activities designed to assist
EDUCATION, AND WELFARE and enhance national, state, communi-

- ty, and citizen efforts to prevent, iden-
Office of Human Developme nt Services, tify,, and treat child abuse and neglect.
Administration for Children, Youth and The activities include: coxfducting re-

Families search and demonstrations; supporting
service improvement, projects; provid-

CHILD ABOSE AND NEGLECT GRANT PRO- ing technical assistance; gathering,
GRAM PRIORITIES-FISCAL YEAR 1979 AND analyzing and disseminating informa-
1980 tion and data on research and pro-

Research, Demonstration and Service grams through a clearinghouse, pro-
Improvement Grants viding grants to eligible States for

strengthening and improving their
AGENCY: Office of Human Develop- child abuse and neglect programs; and
ment Services, Department of Health, coordinating Federal. activities in child
Education, and Welfare. abuse and neglect with those of other
ACTION: Notice of proposed- Fiscal Federal agencies, through the Federal
Year(s) 1979 and/or 1980 Child Abuse Advisory Board on Child Abuse and
and Neglect Research, Demonstration Neglect. Thus, there are many activi-
and Service Improvement priorities, ties other than research, demonstra-

tion and service which require staff
SUMMARY: This notice states the re- and financial support by CB/NCCAN.
search, demonstration and service im- Previous and current CB/NCCAN
provement (R, D, & S) priorities that research, demonstration and service
the Children's Bureau's National activiies have focused primarily on im-
Center on Child Abuse and Neglect proving the identification and treat-,
proposes to initiate in Fiscal Year 1979 ment of child abuse and neglect by pa-
and/or 1980, depending on the avail- rental caretakers and increasing the
ability of funds, under the Child involvement" of community-based
Abuse Prevention and Treatment Act human service agencies in child pro-
(Pub. L. 93-247, as amended). This tection. The proposed priorities indi-
notice is being published in order that cate a specific program emphasis In
the final R, D, & S'priorities may in- FY 1979 and FY 1980 on protection
corporate and reflect the expertise of for children in residential institutions,
individuals knowledgeable in the field, primary and secondary prevention of
DATE: In order to be considered, com- child abuse and neglect, and the treat-
ments must be received no later than ment of child sexual-abuse. Residen-
May 8, 1979. Comments on these pro- tial institutions are here defined to in-
posed priorities or suggestions for elude residential treatment centers,
other priorities are invited.' No propos- temporary and long-term shelters, de-
als, concept papers or other forms of tention centers and homes, centers for
application should be submitted at the mentally retarded and develop-
this time. mentally, disabled, and foster care in-

stitutions and homes. Primary preven-
ADDRESS: Comments should be sent, tion is here defined to include efforts
to: Associate Chief, Children's Bureau, to provide the necessary educational
P.O. Box 1182, Washington, D.C. and social services needed by families
20013. in order to make it possible for them
FOR FURTHER INFORMATION to manage their child-rearing responsi-
CONTACT: bilities adequately and to reduce the

National Center on Child Abuse and likelihood of child abuse and neglect.Neglect, Children's Bureau/ACYF,' Secondary prevention is here defined
Neglect, Chidrn' Basn/AonC, to include efforts to encourage fami-
P.O. Box 112, Washington, D.C., lies that are "at risk" of child abuse or
(202) 755-0593. child neglect- but have not yet been

SUPPLEMENTARY INFORMATION: actually abusive or neglectful to their
This statement announces the pro- children, to take self-initiated action
posed R, D, & S priorities to be fuxided to get help to solve their child rearing
in Fiscal Year 1979 and/or 1980, de- problems. Child secual abuse is here
pending on the availability of funds, defined to include contacts or interac-
under the Federal Child Abuse Pre- tions between a child and an adult in
vention and Treatment Act. Public which the child is being used for the
review of these proposed priorities is sexual stimulation or gratification of
being sought, as required by Pub. L. the perpetrator or another person.
93-247, as amended, in order to draw The proposed priority to support re-
upon the experience, expertise and search on the needs and resources for
most advanced thinking of persons in child protection in residential institu-
the field and to maximize the poten- tions is based on the premise that spe-
tial benefits of the child abuse and ne- - cific analysis is needed to effectively
glect research; demonstration and translate the requirements of Federal
service program. and State law and regulation regard-

ing the prevention, Identification, re-
porting, independent investigation and
correction of child maltreatment In
residential institutions Into practical
procedures.

The proposed priority to support pri-
mary prevention is based on the prem-
ise that State and community organi-
zations can mobilize existing agency
resources to bring about specific
changes in health, social service, edu-
cational or mental health services that
will more adequately equip parents for
their child-nurturing roles.

The proposed priority to support
secondary prevention is based on the
premise that public Child Protective
Services (CPS) at the local level can
incorporate Innovations already suc-
cessfully demonstrated by nonpublic
agencies which will encourage and
support parents to seek help In "at
risk" situations and will Implement
ways of providing such help on a vol-
untary basis.

The proposed priority on training in
the treatment of child sexual abuse re-
flects an increase In Identified and re-
ported cases of intrafamily child
sexcual abuse In this country, the small
number of professionals trained to
provide appropriate treatment for vic-
tims, perpetrators and families in child
sexual abuse cases, and the legislative
mandate Contained In Pub. L. 93-247,
as amended (Section 5).

The priority projects described
below are planned for funding in
Fiscal Year 1979 and/or Fiscal Year
1980, depending on the availability of
funds, for an Initial budgetary period
of fifteen months Including a three-
month start-up period. Continuation
funding for these projects Is planned
either through Fiscal Year 1981 or
1982. Total project periods will be
either two and one-quarter or three
and one-quarter years.

Specific comments and suggestions
are solicited concerning each of the
priorities described below. In addition,
reviewers are invited to suggest any
additional research, demonstration or
service priorities. Suggested additional
priorities will be most helpful if they
are presented in the same format and
with the same topical areas as the pri-
orities described in this announce-
ment. No proposals, concept papers, or
other forms of application should be
submitted at this time. Any such sub-
missions will be discarded. In order to
maintain a procedure fair to everyone,
applications will be accepted only in
response to the final Program An-
nouncements to be published at a later
date in the FERAL REGISTER.

No ackiowledgement will be made of
the comments received, but all of
them will be considered in finalizing
the child abuse and neglect research,
demonstration and service improve-
ment priorities. In addition, all per-
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sons commenting on the proposed pri-
orities will be placed on the Child
Abuse and Neglect mailing list and will
be sent the final research, demonstra-
tion and service improvement Program
Announcements which will serve as
the invitation for grant applications.
It is anticipated that the Program an-
nouncements will be published in the
Spring of 1979 and grants awarded in
Fall, 1979, subject to Departmental ap-
provals and the availability of funds.

PROPOSED PRojEac DEscRIPTONS

(1) PROJECT TIE- RESEARCH ON THE
NEEDS -AND RESOURCES FOR CHILD
PROTEcTIO IN RIDENTIAL INSTITU-
TIONS

Number, Cost and Duration
Approximately three grants will be

awarded for total project periods of
two and one-fourth years each. The
initial award and subsequent noncom-
peting continuation award will be
funded at a level of $75,000 each.
Importance and Purpose

Very little is known about the actual
extent or the exact nature of institu-
tional abuse and neglect in the United
States. To a large degree; this is so be-
cause the administrative, regulatory
and proprietarial systems which have
charge of such institutions do not lend
themselves to public monitoring.
There is only meager data on the
nature, incidence and severity of such
maltreatment in residential institu-
tions,-and there are no definitive sta-
tistics. Yet, there is compelling public
responsibility for the public safety and
protection of children in institutions.

While the CB/NCCAN does not
have legal or regulatory responsibility
for residential institutions, it does
have responsibilities to provide leader-
ship, technical assistance and informa-
tion that will improve child protection
in such settings. Most institutions are
State or privately operated-under ex-
isting State and local laws and regula-
tions. State and local legislative bodies
and regulatory agencies determine and
implement enforcement of child abuse
and neglect laws and child protection
measures governing their operation.
However, there is a need for more
practical experience or knowledge that
States and private operators can look
to in formulating and implementing
child protective services in residential
institutions. "

These projects will define, through
field research, various approaches to
the development and implementation
of appropriate policies, regulations
and administrative procedures which
will support effective prevention, iden-
tification, investigation and corrective
action of child abuse and neglect in in-
stitutional settings.
Background

Approximately 1% of the child popu-
lation of the United States, or about

NOTICES

754.000 children, are in some form of
residential or foster family care. While
the number seems relatively small, the
public responsibility for these children
is great. In many cases, these children
are in institutional care because soci-
ety, acting through public agencies,
has determined that their care and
nurture cannot be provided by their
families and has intervened to provide
it in place of families. In other cases,
these children are In institutional care
because their families have recognized
their inability to cope with special
physical or emotional handicaps and
have chosen or been forced by these
circumstances to seek alternative ways
to care for their children. In any
event, there is strong public responsi-
bility for the adequate-safety and pro-
tection of children in Institutions.

As part of the eligibility for State
grants, required by Pub. L. 93-247. as
amended, each State must provide for
the reporting of known or suspected
incidents of child abuse and neglect in
such a way that the legally authorized
Investigative agency may not be made
responsible for investigating Itself If It
also happens to be responsible for run-
ning residential programs for children.

In Fiscal Year 1978, a total of 47
States had attained full or conditional
eligibility for State grants. It Is expect-
ed that the number will reach 50
during Fiscal Year 1979. To meet the
eligibility requirements as they affect
institutional child maltreatment,
States have vested investigative au-
thority In various agencies.

In September, 1978. the National
Center on Child Abuse and Neglect
awarded four demonstration grants on
the "Investigation and Correction of
Child Abuse and Neglect In Residen-
tial Institutions." Eligibility for these
grants was limited to State agencies
with legal authority to make Investiga-
tions and take corrective action. The
grantees are the Utah Division of
Family Services. the Massachusetts
Office for Children, The District of
Columbia Social Rehabilitation Ad-
ministration, and the New Jersey Divi-
sion of Youth and Family Services.

The Utah project has contracted
with..the Department of Special Edu-
cation of Utah State University to
serve as the organizer and sponsor of a
team to develop and validate a system
for reporting known and -uspected
cases of institutional abuse or neglect.
to act as the State's independent in-
vestigative authority and to recom-
mend corrective action.

The Massachusetts project will
create substate regional visitation-
review committees and a statewide
task force to address primary preven-
tion issues, refine licensing and stand-
ard setting functions for residential
placements of children, and refine the
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mechanisms worked out with the
State Department of Welfare for re-
ceiving reports and investigating and
correcting individual cases.

The District of Columbia project will-
initiate a system for allowing residents
to report maltreatment by signing
their names to a form and depositing
It directly into locked boxes which will-
be checked daily. These reports, to-
gether with staff-initiated "unusual
incident reports," will begin an investi-
gative and corrective process that will
involve independent investigators, a
review panel which will include resi-
dents and outside advocates and will
make recommendations to the Admin-
istrator of the Social Rehabilitation
Administration. In addition, the proj-
ect will provide Advance Counseling
Groups for saff on alternative means
of dealing with staff-child confionta-
tions and discipline.

New Jersey's project will examine
and test three different approaches to
advocacy and procedures using inter-
nal. State administered and private
'citizen advocacy systems of investiga-
tion. It will also make a major effort
at raising awareness of institutional
employees of their responsibility to
report known and suspected cases of
child maltreatment

Expected Findings

These projects are designed to gen-
erate knowledge about the nature,
scope, and severity of residential child
maltreatment and to analyze and
define appropriate alternative ap-
proaches for protecting children in
residential institutions against abuse
or neglect. The hypothesis underlying
these projects is that, with better defi-
nition and analysis of the dimensions
of the problem, the inferred need for
institutional child protective measures
can be directly addressed. The results
of these projects will be definitions of
protective service requirements, model
approaches and recommended policies,
protocols, procedures and materials
that can be used by the States in im-
plementing on-going systems to pro-
vide child protection in residential in-
stitutions.

Methodology

Approximately three grants will be
awarded to agencies or organizations
with field research capability and with
the appropriate access to institutions
proposed as the source of research in-
formation. Among the approaches
that these projects may choose are: (1)
Collaboration with the four demon-
stration projects described in the
Background section above in order to
analyze, synthesize and develop guide-
lines from their experiences, (2) inves-
tigative studies in institutional set-
tings of factors contributing to inci-
dence of child maltreatment; (3) "state
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of the art" studies to identify existing.
or planned residential protective serv-
ices systems; (4) analysis of policy and
procedural requirements for providing
residential protective services; and(5)
feasibility studies for collecting and
analyzing data on the incidence of
child maltreatment in residential insti-
tutions.

Utilization

The findings of these projects will
be directly disseminated -to State Child
Protective Service agencies, other rele-
Vant State and Federal agencies and
decisionmakers, and private and quasi-
public advocacy organizations (such as
State Committees for Children and
Youth). Findings will also be reviewed
by the Federal Advisory Board on
Child Abuse and Neglect and be used
there to inform future research, dem-
onstration and service-improvement
planning.

(2) PROJECT TITLE: DEMONSTRATIONS OF
STATE AND COMMUNITY ACTION TO PRE-
VENT CHILD ABUSE AN NEGLECT

Number, Cost and Duration

Approximately 12 grants will be
awarded for total project periods of
three and one-fourth years each. The
initial award and subsequent noncom-
peting continuation awards will be
funded at a level of $50,000 each.
Importance and Purpose

Through these grants, CB/NCCAN
will test the assumption that existing
service systems can be mobilized.to
provide family supportive services to
prevent child abuse and neglect and
that organized, ongoing and efficient
approaches can be developed and thus
transform primary prevention efforts
from rhetoric to 'action. The larger
and encompassing policy question
which will be examined is whether or
not, and by whom and in what
manner, can small amounts of money
be used to effect and augment needed
planning and utilization of primary
prevention activities. Eligible recipi-
ents of such- financial support to un-
dertake prevention efforts will be
State and local public and private non-
profit agencies or organizations and
minority private nonprofit organiza-
tions (including Black, Native Ameri-
can, Hispanic and other cultural mi-
nority populations and migrant farm-
workers.
Background

In the recent past, there has been a
heavy emphasis on programs and proj-
ects which focus on the treatment of
child abuse and neglect (i.e., services
to decrease or eliminate the possibility
of recurrence of child abuse and ne-
glect). A variety of techniques for sup-
porting and treating abusive and ne-
glectful parents, ranging from psychi-

atric consultation to lay therapy, and
surrogate parenting to participation in
self-help groups (such as Parents
Anonymous) have been tested and
often proven successful.

By definition, primary prevention
can, be considered to encompass the
bulk of supportive, stress-reducing
community services and can include
many existing primary prevention ac-
tivities. Services.such as those offered
by school systems with breakfast and
lunch programs, community-based
family planning services and prenatal
care through health cliplcs, to name a
few, are well known.

Primary prevention efforts have
been lauded by professionals and para-
professionals in those fields which
most often are involved in child abuse
and neglect concerns (such as child
protective service workers, medical
and health personnel, law enforce-
ment officials and educators). Yet,
many of these groups of involved pro-
fessionals and paraprofessionals work-
ing within taditional state and local
hiuman service programs explain that
their mandated work tasks are too

- often crisis-oriented and allow no time
for involvement in needed prevention
services.

Moreover, many of the traditional
primary prevention services are insuf-
ficient and are rarely part of a well
thought out system to prevent the
most severe forms of parent-child dys-
functioning-child abuse and neglect.
Many of the newly tested primary pre-
vention services, such as parent educa-
tion and coping classes, are not uti-
lized extensively. In addition, there
are new primary prevention plans
which are being conceptualized but
have not yet been tested.

To date, there has been no wide-
spread, structured commitment and
funding for primary prevention activi-
ties by agencies and organizations at
the state and local level. There exists
within planning and advocacy units
for children and families and within a
number of other agencies, a great po-
tential to set in place a structure
through which planning, organizing
and overteeing state or local primary
prevention efforts can be accom-
plished. The structure could be, for ex-
ample, a comprehensive plan to assure
the availability of a number of needed
primary prevention services In a state
or locality; or a design to alter those
state procedures most amendable to
change, which will allow for and facili-
tate primary prevention activities.

Minority organizations, as well,
should have a major role in the devel-
opment and testing of primary preven-
tion structures. Indeed, minority orga-
nizations, representing large economi-
cally disadvantaged populations, are
acutely aware of the difficulties of
raising, phildren, ,nd maintaining
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family organization when unsafe and
otherwise unfit housing, a scarcity of
food and money are pervasive prob-
lems.
Expected Findings

CB/NCCAN expects to identify' ap-
proaches to child abuse and neglect

-prevention that appear to be particu-
larly promising for further develop-
ment and widespread 'implementation.

MAlethodology
Approximately twelve projects will

be funded to demonstrate how social
and institutional forces can be enlisted
to prevent child maltreatment before
it occurs. Through grants to approxi-
mately six State agencies or organiza-
tions, three metropolitan area public
or private agencies or* organizations
and three minority organizations, this
primary prevention effort will seek to:
(1) Strengthen those societal forces
which can prevent child abuse and ne-
glect, and (2) lessen or counteract
those societal forces which can lead
families to abuse or neglect their chil-
dren. These projects are expected to
demonstrate practical approaches to
prevention such as: encouraging/re-
quiring hospitals to provide pre- and

- post-natal counseling ,for parents, in-
stituting family education and sup-
portive social services in public
schools; providing parent/family edu-
cation and courses on child rearing
skills for adults through public schools
and community education; strengthen-
ing informal helping networks
through the improvement of Informa-
tion and Referral services; and mount-
ing public education on family support
resources through the public media.

Utilization

Information on how to devise sys-
tems for assuring primary prevention
services is clearly needed at the state
and local level. The exploration of this
question can provide, on the one hand,
models of how such systems can be
best developed and, on the other hand,
insight into specific areas and process-
es for further development.

(3) PROJECT TITLE COLLABORATIVE RE-
SEARCH STUDY OF STATE AND COLEMUNI-
TY ACTION TO PREVENT CHILD ABUSE
AND NEGLECT

Number, Cost and Duration of Project
One grant will be awarded for a total

project iperiod of three and one-fourth
years. The initial award and subse-
quent noncompeting continuation
awards will be funded at a level of
$100,000.
Importance and Purpose of the Project

Through this grant, CB/NCCAN will
support a collaborative analysis of the
approaches and implementation of the
Demonstration of State and Commu-

nity Action to Prevent Child Abuse
and Neglect. The project will serve as
the focal point for a collaborative
effort undertaken with the demonstra-
tion projects to collect and analyze In-
formation on how primary prevention
can be made part of the programs of
existing service systems and what are
the most promising programmatic ave-
nues for effecting preventive results.
Thus, the project will be the principal
vehicle for utilization and dissemina-
tion of the demonstration findings to
other State and community organiza-
tions and agencies capable of replicat-
ing their successful programs.

Background

[See same section under (2) above]

Expected Findings

[See same section under (2) above]

Methodology

The project will establish a collabo-
rative relationship with the (approxi-
mately) 12 Demonstration projects of
StAte and Community Action to Pre-
vent Child Abuse and Neglect. It will
serve as a central coordinator to: (1)
Analyze each project's plans; (2)
design a research framework for ana-
lyzing the processes of projects' imple-
mentation; (3) develop data collection
instruments for addressing process
Issues; (4) analyze the data: and (5)
prepare a descriptive and analytIcal
report on cross-project findings. The
project will meet with the demonstra-
tion project directors on a semiannual
basis, make annual site visits and re-
ceive project progress reports on a
quarterly basis as a means of gather-
ing data and insuring effective collabo-
ration with the demonstration proj-
ects.

Utilization
[See same section under (2) above]

(4) PROJECT TITLE CHILD PROTECTION
OGENCY W1NAGM IET OF PAREUTAL
SELF-REFERRALS

Number, Cost and Duration
Approximately 8 grants will be

awarded for total project pei-iods of
two and one-fourth years each. The
initial award and subsequent noncom-
peting continuation awards vill be
funded at a level of $40,000 to $60,000
each.
Importance and Purpose

Public child protection agencies
need to implement effective ways of
handling self-referrals, as well as the
opportunity and the incentive to make
their services, and those of their com-
munity, responsive to the needs of vol-
untary clients.

These projects will seek to Improve
the effectiveness of child protection
agencies through the development of
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systems for the receipt, assessment,
case management and treatment of
sell-referrals which are responsive to
the heeds and special concerns of vol-
untary clients. In addition, procedures
for establishing accountability-for vol-
uptary, Private treatment of identified
abuse and neglect cases andreferral of
high-risk cases to sources outside the
formal child protection system wi be
devel6ped. Efforts Will be aimed at the
de ,elopment of a comprehensive serv-
ice network from in-take to followup
which will provide compassionate, fair
and .voluntary services to self-referred
families
Background

Increased public awareness concern-
ing the availability of treatment for
child abusing and neglecting families
has increased the rate of self-referrals
in recent years. According to American
Humane Association 1976 statistics of
reported-cases from 31 States, approxi-
mately 7% (or 6,700) of the cases re-
ported' to public child protection agen-
cies fall into the category of self-refer-
ral. An even greater number of self-re-
ferrals from families whose problems
include actual or potential child mal-
treatment are received by private
family service agencies each year.,

Based on the experience of the Joint
demonstration projects, the CB/
NCCAN Treatment and Innovative
projects, and Parents Anonymous, we
know that programs can maximize the
number of families voluntarily re-
questing assistance, increase early in-
tervention efforts and improve treat-
ment prognosis by tailoring the, type
and management of services to fit the
needs of self-referred clients. For ex-
ample, self-referrals constituted 60%
of the caseload of the Family Stress
Center in San Diego, which empha-
sized the voluntary aspects of preven-
tion and treatment in a nonthreaten-
ing atmosphere. The community-based
prevention and treatment- projects
funded in FY 1978 have carried this
concern further by instituting a vari-
ety of self-referral programs in non-
Child Protective Service settings.
Methodology

The grants will be awarded to State,
multicounty, county or local public
child protection agencies. An effort
will be made to fund projects in demo-
graphically and culturally diverse set-
tings. Each project will be required to
document the cooperation of the ap-
propriate community prevention and
treatment referral resources. (Projects
may enter into contractural relation-
ships with private agencies to provide
intake arid treatment services.)

Each project will also be required to
develop a system for: (1) Improved and
supportive handling of self-referrals
which are received by the mandated
child protection agency, and (2) co-

ordination and joint management of
self-referrals which are received by
other agencies or professionals In the
community. Methods for improving in-
ternal management of self-referrals
could involve: specialized Intake and
investigation procedures, policies
which minimize intrusion on family
life and support individual rights of
self-determination, increased availabil-
ity of prevention and outreach serv-
ices, provision of supportive services
(such as group treatment and parent
aides) which maximize clients' willing-
ness to share their problems, and im-
proved community referral systems to
resources which are" most appropriate
for voluntary clients. Methods for im-
proving coordination of self-referrals
received by community agencies could
include: guidelines for appropriate
handling of reports to child protection
agencies of self-referred cases, provi-
sions for waiving formal child protec-
tion agency investigations in selected
cases, contracts of cooperation be-
tween child protection agencies and
community service agencies, and moni-
toring systems for maintaining treat-
ment accountability for voluntary cli-
ents.

Utilization

The information gained and the pro-
gram components developed will be
communicated to the more than 3,000
public child protection agencies across
the country. It Is expected that report-
ing and referral guidelines, model con-
tracts of interagency cooperation, and
specializedprocedures for the manage-
ment and treatment of voluntary cli-
ents, will be utilized by, CPS agencies
to restructure improved community
coordination and handling of self-re-
ferrals.

(5) PROJECT TITLE: CHILD SEXUAL ABUSE
-TREATMENT TRAINING INSTITUTE

Number, Cost and Duration

Approximately one grant will be
awarded for a total project period of
three and one-fourth years. The initial
award will be ,approximately $100,000.
Noncompeting continuation awards
will be funded at a level of $300,000.
Importance and Purpose

-The proposed project addresses the
problem of providing quality profes-
sional training on the treatment of
incest and child sexual abuse In set-
tings where therapeutic interventions
can be effectively demonstrated.
Background

While it is generally agreed that or-
dinary instructional programs or work-
shops are not sufficient to provide the
kind of treatment skills or level of un-
derstanding necessary to work with In-
cestuous families, existing specialized
treatment programs do not have ade-
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quate staff or resources iieeded to de-
velop comprehensive, in-service train-
ing cnmponents. Recognizing this,
Congress amended Pub. L. 93-247 to
provide support for the provision of
personnel training in the area of child
sexual abuse. The purpose of the pro-
'posed project is to test the feasibility,
lay the gr6undwork and develop the
methodology for the foll implementa-
tion of training/treatment centers on
a regional basis. It will address such
questions as: Number of personnel
that can be trained per year;, effective-
ness of various training methods;
number of staff and clients needed to
maintain training components; and
cost-effectiveness of various methods.

Expected Findings
Primary questions to be addressed

by the proposed training/treatment -
projects are:

* What are the best means of trans-
ferring clinical skills and knowledge
within a treatment setting?

* What are the most effective, repil-
cable training techniques for dealing
with a sensitive and difficult subject
such as incest?

* What is the maximum number of
professionals that 'can be trained at
one time, and what is the minimum
length of time necessary for an effec-
tive training program?
I * What combination of staff/client/
trainee ratios are conducive to the suc-
cess of an in-service training program?

- * What types of replicable training/
treatment models are most cost-effec-
tive in terms of numbers served and
quality of training experience?

As a secondary benefit, we expect
these projects to continue refining
clinical treatment methods.
Methodology

One pilot project will be established
for the purpose of planning, develop-
ing, and implementing the ground-
work for comprehensive institutes on
the training and treatment of child
sexual abuse. The proposed demon-
stration project will develop and refine
the specific approaches and method-
ologies that are.most applicable and
cost-effective for- future training/
treatment efforts. Activities will in-
clude, but are not to be limited to: in-
service programs for the training of
personnel involved in the treatment of
child sexual abuse; refinement of spe-
cific therapeutic treatment tech-
niques; technical assistance in the area
of case consultation; and the develop-
ment of resource and training materi-
als for use by other child protection
and family treatment programs.

Because the proposed project will be
focused primarily on in-service train-
ing (requiring actual therapeutic in-
volvement with client families), poten-

tial grantees must be ongoing, child
sexual abuse treatment programs of
demonstrated effectiveness in order to
be eligible for funding. In addition,
their services must be related to public
child protection agencies in order to
insure that necessary linkages and
institutionalization of the programs
are maintained. The methodology for
in-service training programs will in-
clude the provision for training com-
munity teams of professiofnals who
function as treatment supervisors or
lead therapists in their own service
settings. Written support of their
agencies to implement treatment pro-
grams will be required. Training will
consist of intensive, in-service clinical
experiences at the grantee agency,
supplemented by course work, training
seminars, and structured supervision
of assigned caseloads. Initial in-service
training programs could be followed
up by advanced programs several
months later.

While the proposed project will act
as a forerunner or small scale model of
the larger, comprehensive training/
treatment centers described in Pub. L.
93-247, as amended, its primary pur-
pose will be to refine the strategies
and methodology of undertaking a
major In-service training/treatment
approach to staff development and
skill building on a national basis.

Utilizatfion
The proposed project Is intended to

develop the framework, demonstrate
feasible methodologies, and serve as a
model for a comprehensive approach
to in-service training which Is, thus
far, relatively untested in the field of
child protection. The findings and
techniques developed by this short-
term demonstration will be used In
preparing the guidelines for future
staff development efforts in the area
of sexual abuse and professional train-
ing in the treatment of other forms of
child abuse and neglect. In addition, It
will develop a cadre of training/treat-
ment centers with the experience, ex-
pertise, and potential ability to imple-
ment training programs on a national/
regional basis without the need for
lengthy start-up periods.

(Catalog of Federal Domestic Assistance
Program Number. 13.628-Child Develop-
ment-Child Abuse)

Dated: February 27, 1979.
BLA DINA CARD ;As RAZURE7,

Commissioner for Childre,
Youth and Families.

Approved: March 5, 1979.
ArAELL.t AUMiTnm.

Assistant Secretary for
Human Development Services.

[FR Doc. 79-7060 Filed 3-8-79; 8:45 am3
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[3510-60-M]

DEPARTMENT OF COMMERCE

National Telecommunications and Information
Administration

[15 CFR Part 2301]

[Docket No. 78-1]

PUBLIC TELECOMMUNICATIONS FACILITIES
PROGRAM

Planning and Construction Grants

AGENCY: National Telecommunica-
tions and Information Administration,
U.S. Department of Commerce.

ACTION: Notice of Proposed Rule-
making.
SUMMARY: The National Telecom-
munications and Information Adminis--
tration (NTIA), U.S. Department of
Commerce, seeks public comment on
proposed rules and policies to govern
its administration of grants under the
Public Telecommunications Financing
Act of 1978 (Pub. L. 95-567, 92 Stat.
2405). The Act authorizes the issuance
of planning and construction grants
for public telecommunications faci-
lites. This action is required because
the Act transferred the former Educa-
tional Broadcasting Facilities Program
from the Department of Health, Edu-
cation, and Welfare to NTIA and
broadened its application.
DATES: Comments should be submit-
ted on or before April 12,4979,
ADDRESS: An original and seven
copies of comments should be sent to
the National Telecommunications and
Information Administration, Office of
the Chief Counsel, Room 703, 1800 G
Street, N.W. Washington, D.C. 20504.
FOR FURTHER INFORMATION
CONTACT:

Kenneth Salomon, (202) 395-5616.
"SUPPLEMENTARY INFORMATION:

In the matter of Public Telecommu-
nication Facilities Program; Notice of
Proposed Rulemaking;

1. The National Telecommunications
and Information Administration
(NTIA), U.S. Department of Com-
merce (DOC), has before it the Ad-
vance Notice of Proposed Rulemaking
In this proceeding, published on Janu-
ary 3, 1979, 44 FR 897, and comments
filed in response to the Advance
Notice. I

2. The, Advance Notice sought to
identify issues to be addressed in the
process of developing rules for the is-
suance of planning and construction
grants for public telecommunications
facilities under the Public Telecommu-
nication Financing Act of 1978, Pub. L.

'The parties filing comments are listed in
Appendix A. Some of the parties listed filed
comments in response to the issues paper
discussed In paragraph 2, infra.

,PROPOSED -RULES

,95-567, 92 Stat. 2405 (PTFA). That
publication was part of our continuing
effort to insure and maximize mean-
ingful public participation in the de-
velopment of the rules. (See Executive
Order 12044, Improving Government
Regulations, 43 FR 12661 (March 24,
1978); and DOC Request for Public
Comment, 43 FR, 23170 (May 30,
1978)). Other efforts consisted of the
distributing of approximately 1500
copies of an issues paper to members
of the interested public, the industry
and trade press, and the convening of
a public meeting on December 19, 1978
at which the issues paper and a draft
of the Advance Notice were discussed
and debated by NTIA staff, industry
representatives, and members of the
interested public.2

3. The PTFA modifies the Communi-
cations Act of 1934, as amended, 47
U.S.C. § 1 et seq. (statutory references
are to the Communications Act). In
part, the PTFA transfers the Educa-
tional Broadcasting Facilities Program
(EBFP) from the Department of
Health, Education, and Welfa, e
(HEW) to DOC. Substantively, the
Act:

(i) Permits for the first time Federal
funding for the nonbroadcast distribu-
tion of noncommercial educational
and cultural radio and television pro-
grams and related instructional or in-
formational materials (Sections 390
and 397(14));

(if) Permits Federal funding for the
planning of any project that may be
funded under the Act (Section 392(c));

(iii) Provides that not less than 75,
percent of appropriated funds "shall
be available" 3 for the extension of
public telecommunications services to
areas not presently receiving such
service (Section 393(c)); and

(iv) Requires that "special considera-
tion" be given to applications which
would increase minority and women's
"ownership of, operation of, and par-
ticipation in public telecommunica-
tions entities" (Section 392 (f)). 4

4. The Advance Notice listed four
general categories of issues to be con-
sidered in this proceeding:

2The parties attending the meeting are'
listed in Appendix B. The meeting was re-
corded and a full transcript, together with
the issues paper are included in the public
file which is located in Room 703, 1800 G
Street, N.W., Washington, D.C. 20504.3We agree with the numerous comments
that the phrase "shall be available" for ex-
tension does not establish a rigid allocation
of the appropriation but, rather, establishes
funding priorities between eligible appli-
cants. Thus, if, after funding all approvable
extension applications, the 75 percent set
aside has not been exhausted, the balance
will be utilized to fund other eligible appli-
cants within their order of priority. (See Ad-
vance Notie 44 FR at 898.)

4Section-393(b)(3) requires that grants be
approved which would achieve "the develop-
ment of public telecommunications facilities
owned by, operated by, and available to mi-
norities and women * * *I

" Eligibility of Applicants
" Priority Among Applicants
* Processing and Evaluation of Ap-

plications
e Administration and Recovery of

Grant Funds
The nunfterous comments received in
response to that publication have been
extremely valuable In the shaping of
the proposed rules, which are printed
below. The four categories of issues
will be discussed in order.

ELIGIBILITY OF APPLICANTS

5. Eligibility of applicants was per-
haps the most frequently addressed
issue in the comments on the Advance
Notice. The two major topics in these
comments centered on the status of
religious groups and the role of Inter-
nal Revenue Code Section 501(c)(3).
Before presenting our proposalsjn
this area, it would be helpful to review
the relevant portions of the Act which
framed our conclusions.

6. The primary purpose of the Act is
the extension of "public telecommuni,
cations services" (defined as noncom-
mercial educational and cultural radio
and television programming and relat-
ed noncommercial instructional or in.
formational materials) to as many citi-
zens as possible. (Sections 390 and
392(14).) To accomplish this goal, Con-
gress has authorized DOC to fund the
planning and construction of facilities,
Eligible applicants must be organized
primarily for educational or cultural
purposes and must agree to use their
PTFP-fuhded facilities "only" for the
provlsion of public telecommUnica-
tions services. (Section 392(a).)

7. As long as the primary-purpose
test of Section 392(a) Is satisfied, there
are no questions concerning the eligi-
bility of a "noncommercial educational
or public broadcast station," a State or
local government (or any agency
thereof)" or a "political or special pur-
pose subdivision of a State," (Section
392(a)(1)) The difficult questions
arise when the applicant Is h "Non
commercial telecommunications entity
or a nonprofit foundation corporation
institution or association * * *." (Id.)

8. In paragraph 14 of the Advanced
Notice, we questioned whether
churche6 and other religious groups,
labor unions, fraternal groups and spe-
cial interest groups, such as NOW and
the NAACP, could qualify for funding.
We propose to accept applications for
qualified subsidiaries of these organi-
zations but with several safeguards to
assure that the services provided by
these groups meet the definition of
Section 397(14) of the Act.

9. As an initial measure of eligibility,
we would require that non-governmen-
tal applicants hold a current Section
501(c)(3) exemption from the Internal
Revenue Service. The guidelines and
requirements for this exemption are
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well known and use of the exemption
as a preliminary qualifier of applicants
would facilitate the review and accept-
ance of applications. However, the
types of organizations that can qualify
for Section 501(c)(3) states are much
broader than the requirements of the
Act and therefore, PTFP applicants
must establish that they are organized
primarily for educational or cultural
purposes and will produce and distrib-
ute only educational or cultural radio
or television programming and related
noncommercial materials. Submission
of the applicant's organic charter and
Section 501(c)(3) exemption would, in
most instances, satisfy this require-
ment. Thus, a religious or special in-
terest group could not apply for a
PTFP grant in its own name but,
rather, it must form a nonprofit entity
meeting the Section 392(a) require-
ments of primary purpose and exclu-
sive use. 5 We would require applicants
to give an assurance that PTFP funds
and any monies generated through
the use of PTFP funded facilities
would be used exclusively for public
telecommunications purposes as out-
lined in the application. Use of the
facilities to advance the special point
of view of an applicant or its parent
organization would not constitute
compliance with the letter and spirit
of the Act. To this end, we have at-
tempted'to define educational and cul-
tural programming in § 2301.3 of the
proposed rules. We urge parties to
comment on this definition and the
issues raised above.

10. A further word is in order regard-
ing whether the First Amendment
bars religious groups from obtaining
PTFP *funds altogether. Many of the
comments received in response to the
Advance Notice took the position that
the First Amendment precluded fund-
ing of church or religious groups.
Others suggested that funding of non-
profit subsidiaries of such groups
would be constitutional as long as the
applicants were non-sectarian and
meet the Section 392(a) requirements.
We are disposed to agree with tile
latter view and, indeed, believe that
such a conclusion is justified by the
Supreme Court's decision in Tilton v.
Richardson, 403 U.S. 672, reh. denied
404 U.S. 874 (1971). Tilton involved a
First Amendment Establishment
Clause challenge to the Higher Educa-
tion Facilities Act of 1963"which au-
thorized Federal grants and loans to
colleges and universities for the con-
struction of "academic facilities." Ex-
pressly excluded from the definition
of that term was "any facility used or

5In this regard, we note that applicants
proposing -construction or acquisition of
facilities must, in addition to the PTFP eli-
gibility requirements, first be eligible to re-
ceive any necessary FCC authorization.
HR. Rep. No. 95-1774, 95th Cong., 2nd Sess.
24 (1978) (Conference Report).

to be used for sectarian instruction or
as a place for religious worship, or
* * * any facility which *0 * is used or
to be used primarily In connection
with any part of the program of a
school or department of divinity * 0 "
Further, the law provided that the
Federal Government retained a 20-
year Interest in a facility constructed
with funds under that program. If,
within the 20 years after completion

- of the project, the facility was utilized
for a prohibited purpose, the govern-
ment would be entitled to recover an
amount equal to the proportion of the
present value that the Federal grant
bore to the original cost of the facility.
This provision is essentially identical
to Section 392(g) of the Act. However.
the Higher Educational Facilities Act
provision, 20 U.S.C. § 754(a), Included a
finding that after 20 years. "the bene-
fit accruing to the United States"
from the use of the facility "will equal
or exceed In value" the amount of the
Federal grant.

11. While the Court upheld that Act
as having a secular legislative purpose.
it nevertheless struck down the 20-
year limitation on religious use. (403
U.S. at 683.) The Court reasoned that
a substantial structure funded under
the program could not be deemed to
lack all value after only 20 years. Un-
restricted (including sectarian) use of
a valuable property would, in effect
be a contribution of value to the reli-
gious group. Therefore, use of the
building for a chapel or for other rell-
gious purposes after the 20-year term
would violate' the Establishment
Clause. In short, the Court held that
the 20-year restrictive clause of the
Act could not constitutionally "expire
while the building has a substantial
value." (Id.).

12. For obvious reasons, the rule in
TiIton governs our construction of
Section 392(g) of the Act. Thus. as
long as PTFP-funded facilities have
more than an incidental value, they
cannot be utilized for sectarian pur-
poses. The problem arises, however,
that some equipment funded under
the Act (ie.4 towers) will have a valua-
ble life of more than 10 years. For
such equipment, the period of restrict-
ed use must exceed the 10 years re-
quired by the Act.6 (Titon, supra, 403
U.S. at 684.) (See § 2301.27(d) of the
proposed Rules.) Commentf on how to
measure and define the valuable life
of PTFP equipment and the other
Issues raised by this discussion are en-
couraged.

13. A third issue raised In the com-
ments concerns the eligibility of pro-

'In response to Tilton. supra, the Higher
Education Facilities Act was amended to
provide that a building funded under that
program could never be used for "religious
worship or a sectarian activity or for a
school or department of dIvinity." 20 US.C.
Section 1132e(c).

duction facilities such as media art
centers. We believe that a central re-
quirement of eligibility Is the posses-
sion of the means of electronic distri-
bution of public telecommunications
services. If an applicant proposes pro-
duction capability as well, it might re-
ceive a higher priority. Therefore, an
applicant that is exclusively a produc-
tion center would not be eligible for
PTFP funds. (See generally Sections
397(7)(B) and (12).

PRIORITIES AND SPECIAL CONSIDERAZION

14. In Section 89Mfb) of the Act, Con-
gress set forth objectives which are to
govern the review and approval of
PTFP applications. There can be no-
doubt that the paramount priority of
the legislation, reflected in the decla-
ration of purpose (Section 390(1)) and
the 7a percent set aside (Section
393(c)), is the extension of first public
telecommunication services to current-
ly unserved areas of the country.z But
within that priority and the others
listed in Section 393(b) of the Act, var-
Ious sublevels of priorities exist. To
achieve the legislative purpose, while
at the same time preserving our'flexi-
bility to react to the ever-changing
nature of public telecommunications,
we have elected In § 2301.20 of the pro-
posed rules to restate the objectives of
§ 393(b)(1)(4) without elaboration. At
the same time, however, we take this
opportunity to state priorities that
will serve as guiding policy in our ad-
ministration of the PTFP

* Priority I-Provision. of Telecom-
munications Facilities for First Serr-
ice to a Geographic Area. Within this
first priority, we propose to estab-
lished three subcategories:

A. Projects to establish telecommuni-
cations facilities which include local
origination capacity. This category in-
eludes the activation of new facilities
which can provide a full range of radio
and/or television programs, including
material that is locally produced. Eli-
gible projects include new radio or
television broadcast stations, new
cable systems, origination facilities to
feed existing cable channels, etc.

B. Projects to extend existing tele-
communications delivery systems.
This category includes projects such
as Increase in tower height and/or
power of existing stations: and con-
struction of translators, cable net-
works and repeater transmitters. No
local origination capacity is required.

C. Projects to establish telecommuni-
cations delivery systems without local

'tMege from the President tranmtting'
propos-ls to amend the Act. House Doc. 95-
239, 95th Cong. 2nd Sess. 6 (1978); H.R.
Rep. No. 95-1178, 95th Cong., 2nd Sess. 20z-
21 (1978) (House Report); Sen. Rep. No. 95-
858. 95th Cong.. 2nd Sess. 6-7 (1978) (Senate
Report.) See also, A Public Trust: Report of
the Carnegie Commission on the Future of
Public Broadcasting 233-43. published Jan-
uary 30. 1979 (Carnegie Report 11).
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origination capacity. This category in-
cludes the activation of new facilities
without local origination capacity, but
which can provide services originating
elsewhere:

9 Priority I-Activation or Expan-
sion of Telecommunications Facilities
for Significantly Different Additional
Services. This' priority includes the
planning and construction of facilities
to provide additional complementary
program services for which a clear and
substantial community need can be
demonstrated. Eligible projects in-
clude services to idefitifiable ethnic or
linguistic minority audiences; 8 services
to the blind or deaf; ITFS; electronic
text; or significantly different alterna-
tive service to a generaf audience.
• Priority 11-Improvement for Ex-

isting Broadcast Station ,Facilities.
Two subcategories are listed under
this priority:

A. Projects to provide first local
origination capacity for existing
broadcast stations. This category in-
cludes projects to bring basic local pro-
gram service to repeater transmitters
and other licensed broadcast facilities
now bringing in distant signals. Origi-
nation equipment may be fixed or
mobile, but must be locally based.

B. Projects to upgrade existing origi-.
nation or delivery capacity to current
industry performance standards. This
category includes conversions to color,
stereo, SCA, etc.; improvements in
signal quality; and significant improve-

-ments in equipment flexibility or reli-
ability.

e Priority IV-Augmentdtion of Ex-
isting Broadcast Station Facilities.
Projects under this priority would
equip an existing station beyond a
basic capacity to broadcast program-
ming fron distant sources and to origi-.
nate local programming. -

A. Projects to equip auxiliary studios
at remote locations, or to provide
mobile origination facilities. An appli-
cant must demonstrate that signifi-
cant expansion in public participation
in programming will result. This cate-
gory includes neighborhood produc-
tion studies- or facilities in other loca-
tions within a station's service area
which would make participation in
local programming accessible to addi-
tional segments ofthe population.

B. Projects to augment production
capacity beyond basic* level in order to
provide programming or related mate-
rials for other than local distribution.
This category would provide equip-
ment for the production of program-
ming for regional or national use.
Need beyond existing capacity must be
justified,.

15. If in any one fiscal year, all other
approvable applications have been
funded and appropriateil funds
remain, we believe that NTIA pos-

OSee note 13, infra.
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sesses the discretionary authority to
award grants to eligible applicants
where proposals do not clearly fall
within any-of the listed priorities but
whose applications, nevertheless,
would further the overall objectives of
the Act.

16. It should be'emphasized, as
elaborated in the next section, that in
the evaluation and approval of pro-
jects which fall into any of the prior-
ity categories, special consideration
will be- given to applications- which
would enhance the role of minorities
and women in such public telecommu-
nications entities.

Tim ROLE OF MINORITES AND WOEN

17. In coisidering this legislation,
Congress concluded that one of the
characteristics of the public broadcast-
ing 9 is the uriderrepresentation of mi-
norities and Women in the control and
management of stations. Further,
Congress concluded that public broad-
casting programming has not always
been responsive to the needs and In-
terests of these groups.'0 To remedy
this situation, Congress has mandated
that the Secretary of Commerce give
"special consideration to applications
which would increase minority and
women's ownership of, operation of,
and participation in public telecommu-
nications entities" (Section 392(f)). We
believe that this consideration is a
modifier of the priorities listed in Sec-
tion 393(b). Thus, when faced, for ex-
ample, with two applications in which
all other factors are equal, the applica-
tion that enhances minority or
women's involvement in an entity will
be the one that receives the grant.

18. Both at the public meeting and
in written comments, several parties
pointed out that as a general rule,
public telecommunications entities are
not "owned" by an individual or group
of individuals in the sense of commer-
cial businesses since these entities will
either be governmental agencies or
subdivisions or nonprofit organiza-
tions. (Sections 393 (a)(1) and 397 (6),
(7) and (12)). We fully concur with
this observation and, therefore, in
order to achieve one of the major
Presidential and Congressional objec-
tives of this legislation, the expansion
opportunities for minorities " and

gThis characteristic is equally true of
commercial broadcasting. NTIA Petition for
Issuance of Policy Statement or Notice of
Inquiry 2-3. filed January 31, 1978 with the
FCC. (NTIA Petition), Statement of Policy
on Minority Ownership of Broadcasting
Facilities, 68 FCC 2nd 979, 42 RR 2nd 1689
(1978) (FCC Policy Statement). See general-
ly A Formula for Change" The Report of the
Task Force on Minorities in broadcasting
(Washington, D.C. 1978) 78, 264 (mimeo-
graphed) (CPB Task Force Report).

"Hoitse Report at 13; accord CPB Task
Force Report at 198-99; 233-38; Carnegie-
Report ZIat 84-5. 207-08, 284-87.

"NTIA will adhere to the definition of
"'minority" contained in the ,Senate Report

women, we will Interpret the words
"ownership" and "owned" to Include
the concept of "control" of the entity
through the possession or exercise of
the normal incidents of ownership.

19. Having reached this conclusion,
it is necessary to define what degree of
control, operation and participation is
needed to trigger Section 392 (f.
Many have expressed concern over the
need to avoid sham applications in
which minorities and women are used
merely as fronts in order to obtain
special consideration for an applica-
tion. Some urge that we withhold spe.
cial consideration unless the governing
board of the applicant has a minimum
of 51 percent minority ahd/or women
members. While we, too, arc concerned
that front applications not subvert
this section, we believe that adoption
of a strict numerical approach would
prove to be unduly restrictive, and
might preclude the funding of merito.
rious applications which would further
the aims of Sections 392(f) and
393(b)(3) of the Act even though a ma-
Jority of the governing body is not
comprised of minorities and women,
Therefore, we propose to accord spe.
clal consideration where there Is
actual (de facto) or legal (de jure) con-
trol by women, minorities or a combi-
nation of these groups." In, applying
this standard, we would look at the
composition of the governing body of
the applicant and the Individuals who
hold management-level and policy-
making positions in the organization,
Such an approach, we believe, will
assure that entities receiving special
consideration will legitimately merit
that consideration and will, most Im-
portantly, provide an increase In edu-
cational, cultural and related program-

in implementing this program. hlicluded In
this group of citizens are "American Indians
or Alaskan Native; Asian or Pacific Islander;
Hispanic; and Blacks. not of Hispanic
Origin." Senate Report at 11. See also the
Advance Notice, 44 FR at 897-98 and au-
thority cited therein. We also choose to In.
terpret "participation" to include the hold.
lng of management and other positions, es-
pecially those dealing with programming de-
cisions and the day-to-day running of the
facility. These categories are not exclusive
but are designed to reflect our Intent that
applications that are afforded special con-
sideration are genuine In all respects and
will, in fact, foster meaningful Involvement
of women and minorities in public telecom-
munications entities.

"In this regard, we agree with the courts
and the FCC that minority ownership and
managerial participation are likely to result
n programming directed towards these seg-
ments of the population. Garrett Broadcast.
ing Service v. FCC, 515 F. 2nd 1056. 1003
(D.C. Cir. 1975); TV-9 Inc. v. FCC, 495 F,
2nd 929 (D.C. Cir. 1973); ccrt denied, 419

-U.S. 986 (1974); FCC Policy Statement,
NiTIA Petition; and CPB Task Force Report
at 282.
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ming responsive to the needs of these
groups. 13

20. As we have indicated, we propose
to limit the granting of special consid-
eration to situations where minorities
and women are in actual or legal con-
trol of the applicant. We also believe,
-however, that applications proposing
substantial .but less than controlling
minority and women board member-
ship also merit favorable -considera-
tion. We propose to award a plus to
applicants with substantial (ie., 20
percent or more) minority and women
board membership and with women
and minorities in full-time managerial
positions. Obviously, the greater the
percentage and number of directors
and managers, the stronger the plus.
(See generally, NTL4 Petition at 15-
16.)

21. Having stated this commitment,
however, it must also be stressed that
applications seeking Section 392(f)
consideration must meet the other eli-
gibility requirements of the Act and
funding criteria of the Rulemaking. In
other words, Section 392(f) does not
relid-ve applicants of the basic back-
ground, planning and detail work re-
quired to create a public telecommuni-
cations entity and prepare a feasible,
comprehensive and meaningful appli-
cation.

22. The special consideration provi-
sion also- imposes on the Department
of Commerce an obligation to take
"affirmative steps" to advise minor-
ities and women of PTFP funds and
localities where new facilities are
needed. Additionally, .the Department
is directed to provide "such other as-
sistance and information as may be ap-
propriate." The first informative re-
quirement does not appear to present
any significant problems. Our initial
implementation plan includes presen-
tations to national and regional meet-
ings of grouI~s representing minorities
and/or women,. advising all pending
deferred applicants of Section 392(f),
and preparing an information sheet on
the PTFP, in general, and the special
consideration provision, in particular.
This sheet would be sent to the var-
ious communications and education

13It must be emphasized, that the goal of
the Act is to provide public telecommunica-
tions services to the public as a whole. Thus.
while the Act does not prevent an applicant
from proposing to "target a specific segment
of the public for its programming "(i e, the
New York City Black community) this does
not mean that the funding priorities of the
Act and the goals of public broadcasting are
not relevant.

Only after the [Section 393(b)3 priorities
have been addressed * * 0 [should] the Sec-
retary of Commerce give serious considera-
tion to extending support to entities propos-
ing to serve specific interests within the
public at large. Even then these specific in-
terests must closely fit with the general pur-
poses and objectives of public broadcasting.
Senate Report at 8-9.

trade journals and to publications
whfch address the needs and interests
of minorities and women. The assist-
ance requirement, however, is more
difficult because of the need to assure
equal access to the program by all po-
tential applicants. We contemplate,
therefore, that the PTFP staff would
be available to discuss and assist all
applicants in the technical prepara-
tion of an application. This assistance
would not reach the merits of com-
parative position of the application. At

-the same time, we encourage sugges-
tions on how we can best implement
the infQrmative and assistance re-
quirements of the Act, while, at the
same time, assuring evenhanded treat-
ment of all applicants.

APPLICATIoNS Am APPLICATiON
PRoCEDUREs

23. Subpart B of the proposed rules
sets forth the eligibility requirements
for applicants and the procedures to
be followed In the processing of appli-
cations. In large part it tracks the
form and content of the former EBFP
regulations and, therefore, no detailed
comments are required. Several points
are worthy of mention, however. First,
applicants will be required to make an
affirmative showing of how their pro-
posals will promote the most efficient
and economic utilization of Federal
funds under this program. This show-
ing, at a minimum, would need to re-
flect a study and analysis of the eco-
nomic, cultural and other benefits and
detriments of other technological
means for providing the same service
and a conclusion demonstrating why
the method proposed In the applica-
tion was selected.

24. Second, applicants would be re-
quired to give local notice in the pro-
posed community or communities of
service of the filing of their applica-
tions. This duty is similar to the publi-
cation requirements imposed on broad-
cast applicants by the Federal Com-
munications Commission, 47 CFR
1.580. The content of such a notice
would essentially be a reprint of the
FEDERAL REursTrr notice of acceptance
for filing pursuant to § 2301.11 of the
proposed rules. Specifically, the por-
tions of that notice referring to the
applicant and the invitation of public
comments are to be published. NTIA is
proposing this requirement in an
effort to maximize effective and mean-
ingful public participation in the ad-
ministration of the PTFP. We are dis-
bursing public money and, therefore,
believe that the public has a legiti-
mate and vital interest in how we ad-
minister this program and select
grantees.

25. Finally, we are including lan-
guage in § 2301.13(b) to reflect the
Congressional mandate that proposals
which require an FCC construction
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permit, license or other authorization
are not eligible for funding under the
PTFP unless the entity is eligible to
receive the FCC authorization. (Con-
ference Report at 24.)

PLJANING GRArS

26. Both at the public meeting and
in written comments, several parties
raised the issue whether a total dollar
amount and time duration should be
established for planning grants. Since
NTIA has no experience regarding the
number of planning grants to be an-
ticipated, the dollar amounts of such
grants, and the time entailed in under-
taking such a study, we believe that
any limits on amount and duration at
this point would be arbitrary. We pro-
pose, therefore, at least for the first
year, to handle these requests on a
case-by-case basis taking into account
the nature of the application and the
total requests for both planning and
construction grants. It has also been
suggested that different times of the
year be specified for filing construc-
tion and planning grants. This sugges-
tion appears to have merit. However,
because of the tim& factors involved in
this first year of the program, we wil
not adopt that proposal at this time.

CoNrorloNs RETA= G To FED-=aL
FI"AnCIAL PARTICIPAXION

27. The EBFP regulations incorpo-
rated by reference most of the admin-
Instrative and fiscal requirements of
HEW's Office of Education contained
In 45 CFR Subsection 100a.10 et scq.
(45 CPR Subsections 153.14-.17 and
153.19-.21). Part of the thrust of these
requirements was to assure that trans-
actions utilizing Federal funds t'ould
be conducted in a manner designed to
provide "maximum open and free com-
petition" (45 CFR 100a.103). To that
end, grant recipients were required to
follow formal bid procedures.

28. Neither DOC nor NTIA have
similar administrative and financial
standards which can be incorporated
by reference into the proposed regula-
tions. However, we are equally con-
cerned that our grant monies be uti-
lized in an open and free market and
in a manner designed to avoid conflicts
of interests or noncompetitive prac-
tices between grantee officers and em-
ployees and prospective contractors.
Such procedures will further the goal
of assuring that our grants extend de-
livery of services by the most economi-
cal means. The Office of Management
and Budget has established procure-
ment standards for grant recipients.
These standards are contained in
OMB Circulars A-102 and A-110 for
governmental grantees and private
non-profit grantees, respectively.
NTIA proposes to adopt these Circu-
lars. See §2301.25 of the proposed
Rules.
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29. We also.propose to require gran-
tees to advise prospective equipment
suppliers and creditors of the Federal
government's continuing 10 year inter-
est in public telecommunications facil-
Ities funded under this program. (Sec-
tion 392(g)). This step would minimize
the potential for the public losing the
use of facilities purchased with'Feder-
al monies in the event of a change in
status or bankruptcy of 'the grantee.
(See 'the Advance Notice,: 44 FR at
899.) Another possible safeguard, pro-'
posed in § 2301.27 of the Rules, would
be to require a grantee to execute a
priority lien and/or some form of -a
bond to Indemnify the government in
the event ot a default, bankruptcy or
change in status. Comments as to the
necessity, mechanics and expense of
this suggestion are requested.

30. As noted previously, grants under-
this program are to foster the most ef-
ficient and economical means for the
delivery of public telecommunications
services to the public. Because we an-
ticipate funding requests in excess of
limited funds, ways must be explored
to develop means for stretching the
limited Federal dollars to their fullest
extent. It appears that many appli-
cants . will require much. common
equipment. The Senate Subcommittee
on Commerce suggested that consoli-
dated or bulk equipment purchases by
applicants might assist in the achieve-
ment of the most efficient use of the
funds. (Senate Report at 9.) One
means of implementing such a proce-
dure would be to permit grantees to
pool their grants funds through an ap-
proved agency for the bulk purchase
of equipment. Grantees would, of
course, remain individually responsible
for the expenditure of Federal funds
and the control of PTFP equipment. A
proposed rule implementing this sug-
gestion has been included as § 2301.26.
NTIA requests comments on the feasi-
bility of such a procedure and encour-
ages other suggestions for maximizing
the purchasing power of the limited
available funds.

31. Section 2301.22(c) of the pro-
posed rules states that no portion of
an applicants matching funds may
come from Federal sources unless the
match is authorized by statute. As
noted in both the Issues paper and Ad-
vance Notice, HEW had determined
that CPB grants could be utilized to
meet the matching requirement. (See
42 FR 57286, published November 1,
1977.) We propose to depart from that
policy. Section 392(a)(3) of the Act re-
quires an applicant to give assurances
that it has or will have sufficient
funds available to construct, operate
and maintain its facility. We believe
that Congress intended by that lan-
guage to enhance the viability of
public telecommunications entities by
requiring spbstantial state, local, com-
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ihunity and organizational financial
commitments to support the operation
of the facility. This goal would be frus-
trated if a large majority of fund
were provided by the Federal Govern-
ment, either directly or indirectly-as
through CPB grants. Therefore, we
propose to preclude use of CPB funds
by an applicant to ,meet its share of
the cost of eligible equipment.

EQu IPm=
32. The EBFP regulations listed the

requirements and standards by which
broadcast equipment and related
costs " were to be deemed eligible for
funding. The rules incorporated an ap-
pendix which listed fundable and non-
fundable broadcast apparatus and re-
lated costs and indicated standards by
which eligible equipment was to be
judged. (See Appendix A of the EBFP
regulations, 42 FR at. 57294-295.)
Transmitters, translators and antenna
systems and certain other equipment
had to comply with FCC specifications
and performance requirements. In ad-
dition, Electronic Industries Associ-"
ation (ETA) standards were incorporat-
ed by reference to ""serve an. bench-
marks for determining minimum sys-
tems caiacities ** *:' (42- FR at
57295.)

33. Based on comments at the public
meeting and our engineering judg-
ment, a tentative decision has been
made to dispense with reliance on the
EIA standards. The reasons for that
determination are two. First, EIA
standards have failed to meet require-
ments of the Program. Second, since
Congress has broadened eligibility to
include funding for nonbroadcast
technologies, continued reliance on
EIA standards for broadcast proposals.
would make relative judgments of'
broadcast and nonbroadcast applica-
tions difficult. Moreover, there are no
industrywide standards for nonbroad-
cast equipment, a problem complicat-
ed by the fact of rapidly changing
telecommunications technology.
Therefore, we. believe that the better
approach-would be to require appli-
cants to propose professional quality
equipment2" Additionally, nonbroad-
cast equipment should be compatible
with broadcast equipment wherever
feasible. In assessing equipment pro-
posals, however, the staff may consult
the various EIA standards. NTIA
would, of course, have the authority'to

"By definition, this lrogram was limited
to broadcast _applicants and licensees and,
therefore, eligible equipment consisted of
radio and television broadcast apparatus.

"Our primary concern here Is to assure
that applicants use PTFP funds to purchase
reliable equipment of a quality sufficient to
serve the public. If, In a given Instance, this
can be accomplished by less than profes-
sional quality equipment, the funding re-
quest should justify, the selection of that
equipment,

deny an application because the pro-
posed equipment was not compatible
or of sufficient quality.

34. Moreover, since we are dealing
with rapidly evolving broadcast and
nonbroadcast equipment, It appears to
be preferable to list categories of inel.,,
gible apparatus, rather than list equip-
ment in detail. Finally, It has been
suggested that NTIA encourage the
formation of an ad hoc committee to,
develop updated standards for botht
broadcast and nonbroadcast equip-
ment. We recognize that several
groups have been working to develop
such standards, and we Invite com-
ments as to the application of their
work to this program.

USE OF EQUIPM T"

35. Section 392(a)(4) continues the
EBFP requirement that an applicant
assure that facilities purchased with
PTFP funds "will be used only for the
provision of public telecommunica-
tions services." Failure to comply with
that assurance during the ten-year
period of Federal interest constitutes
grounds for the government to recover
the remaining portion of its contribu-
tion. (Section 392(g)(2).) Further, Sec-
tion 392(a)(2) continues the policy of
requiring that' the "operation" of
PTFP equipment must remain "under
the control" of the grantee.

36. Under both the previous program
and in response to the Advance Notice,
questions have been raised concerning'
the extent, if any, that facilities pur-
chased with PTFP funds can be used
for other than noncommercial educa,
tional and cultural programming and
related purposes. The EBFP policy In
this area Was stated in a July 5, 1973
memorandum to educational television
licensees. In *pertinent part, that
memorandum stated that under no cir-
cumstances could EBFP-funded facili-
ties be "made available for use for
commercial purposes." Use of the
equipment by "commercial interests
for any commercial purpose" during
the ten-year period of Federal interest
would result in revocation of the grant
and require repayment of a portion of
the Federal share.

37. NTIA's Interpretation of the law
is nearly, identical to HEW's. We read
the law to allow only noncommercial
educational and cultural or related in-
structlonal or Informational programs
and materials to be produced and dis-
seminated with PTFP-funded equip-
ment. (§§ 392(a)(4) and 397(14)). It fol-
lows, therefore, that programming
must be produced and distributed by
the grantee primarily for noncommer-
cial purposes. See § 2301.36 of the pro-
posed regulations. Within this frame-
work, however, It would be permissible
for a grantee to utilize Its PTFP-
funded facility to prepare educational
and cultural programs for other non-,
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profit entities (other than religious or-
ganizations) and for governmental
agencies. Nothing would prevent a
grantee from making its facilities
available to other noncommercial enti-
ties provided that the grantee main-
tained absolute control of .the facili-
ties.

38. In the past, .EBFP personnel
have been confronted with requests to
permit secondary commercial use of
noncdinmercial programs produced or
disseminated with funded facilities. As
indicated above, EBFP policy pre-
cluded stich use. In our view, the criti-
cal factor to be considered in this area
is whether the educational or cultural
programming was produced and will
be used primarily by the grantee or
other noncommercial entities. If that
is the case, and the grantee wishes to
secure a wider distribution of its pro-
gram, it may do so only under the fol-
lowing circumstances: after the prima-
ry purpose of the program has been
satisfied, the program first must be
made available to other noncommer-
cial entities and cultural and educa-
tional groups.1 6 Only after a diligent
effort has been made to secure further
noncommercial distribution, may re-
sidual use of the program by a com-
mercial organization be permitted.
Our primary interest here is the most
efficient utilization of PTFP-funded
facilities to achieve the widest possible
distribution of public telecommunica-
tions services. However, any money
earned through residual use must be
employed by the grantee strictly'for
legitimate station-related purposes
and no portion of the proceeds may be
credited in any way to the general
fund of the grantee's parent institu-
tion, if any.

39. Commercial competitors of a
grantee would be. permitted to file a
complaint with NTIA if they believed
that the primary use of a program was
commercial. Grantees would not be re-
quired to obtain prior NTIA clearance
for specific distribution arrangements,
but they would be cautioned that if
they choose to engage in residual dis-
tribution, they would do so at their
own risk. A finding by the Administra-
tor that the Section 392(a)(4) assur-"
ance has been violated would result in
revocation of the grant and a repay-
ment demand under Section 393(g)(2)
of the Act. NTIA invites comments on
this proposal.

40. Section 153.22 of the EBFP regu-
lations contained the applicant's ad-
ministrative appeal rights. While
NTIA continues the principle of ad-
ministrative reconsideration of adverse
decisions, we are proposing a revision

16Heretofore unconventional methods
should be considered in addition to tradi-
tional broadcast technologies such as video
tape distribution and exploration of non-
commercial cable TV leased channels.

of the procedures. Specifically,
§ 2301.33 of the proposed regulations
provides that reconsideration shall be
based exclusively on written presenta-
tions. Applicants would not be afford-
ed an oral hearing. Secondly, we pro-
pose that a Grant Appeals Board be
established within NTIA to decide pe-
titions for reconsideration. This
Board, which would sit In rotating
panels of three members, would be
comprised of high ranking NTIA per-
sonnel, including the Deputy Adminis-
trator, the Chief Counsel, the Asso-
ciate Administrator of the Office of
Policy Analysis and Development and
the Directors of the Office of Interna-
tional Affairs and of Planning and
Policy Coordination." The decision of
the Board would constitute NTIA's
final action on the petition. Our pur-
pose behind the creation of the Ap-
peals Board is to afford aggrieved ap-
plicants and grantees an expeditious
and impartial review of adverse deci-
sions.

A NAGEMSEN ArD EIPLOY=.ENT
PRACTICES

41. Section 399(b) of the Act directs,
in pat that public telecommunfca-
tions entities receiving funding from
CPB shall afford equal employment
opportunities and shall not dlscrimi-
nate in employment on the grounds of
race, color, national origin or sex.
NTIA believes that its grant recipients
should also be required to comply with
this policy. In the case of grantees re-
quiring an FCC authorization and em-
ploying at least five full-time employ-
ees, the EEO obligation is imposed by
the FCC's rules.18 To this end,
§ 2301.28 of the proposed Rules re-
quires all grant applicants proposing
five or more full-time employees to file
an EEO plan.19 Broadcast applicants
will be required merely to include a
copy of their FCC plan rather than
complete an additional original section
for their applications. Similarly, appli-
cants would be required to assure that
they will not discriminate against
handicapped persons.

Ex PARTE RuLEs

42. With the publication of this
.Notice, the rulemaking proceeding has
become formalized. It is appropriate,
therefore, specify the procedural rules

"Neither the Associate Administrator for
Applcations nor any employee of the Public
Telecommunications Facility Division would
be members of the Board.

"The following FCC rules contain EEO
requirements for permittecs and licensees
Sections 73.125 (for FM); 73.301 (for AM);
73.599 (for noncommercial educational FMT
stations); and 73.680 (for television).

"Applicants proposing less than five full-
time employees need not file an EEO plan.
but all applicants must give assurance that
equal employment practices will be fol-
lowed.
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governing the proceeding, particularly
as to ex parle contacts. Citizens to Pre-
serre Orerton Park Inc. v. Volpe, 401
U.S. 402 (1971); Home Box Office v.
FCC, 567 F.2d 9 (D.C. Cir.), cert.
denied 434 U.S. 829 (1977); Action for
Childrens Television v. FCa 564 F.2d
458 (D.C. Cir. 1977); Portland Cement
Assoc. v. Ruckelshaus, 486 P.2d 375
(D.C. Cir. 1973), cert. denied 417 US.
921 (1974); cert. denied 423 U.S. 1025,
reh. denied 423 U.S. 1092 (1976).

43. NTIA has had no prior occasion
to develop procedural guidelines con-
cerning ex parte situations. However,
we have stated that the objective of
such .guldelines should be to "foster
genuine and fair dialogue" between in-
terested parties and the agency while
simultaneously creating a full adminis-
trative record. (Comments of NTIA in
response to FCC Notice of Inquiry in
FCC General Docket No. 78-167, Poli-
des and Procedures Regarding Ex
Parte Communications During Infor-
meal Rulemaking Proceedings.) This
objective provides interested parties
with an opportunity to contribute in-
formation and arguments regarding a
proposal while preserving both basic
fairness and the agency's flexibility in
informal rulemakings. To further this
end, NTIA is adopting guidelines to
govern the remainder of this proceed-
Ing. NTIA decision-making personnel
will be permitted to engage in commu-
nications with the public regarding
the PTFP rulemaking. However, the
public will be advised that copies of
written commulcations and summar-
ies of conversations and meetings will
be placed in the public file. Such a
procedure will give us the benefit of
the fullest possible public input into
our decisions, will assure basic fair-
ness, and will create a record of all dis-
cusslons, thus facilitating any judicial
review.

44. NTIA personnel governed by
these ex parte standards are:
-Henry Geller, Administrator
-Paul Bortz, Deputy Administrator
-William Lucas, Associate Adminis-

trator for Telecommunications Ap,
plications

-John Cameron, Director, Public
Telecommunications Facilities Di-
vision

-Gregg Skall, Chief Counsel
-Kenneth Salomon, Assistant Chief

Counsel
-Robert Sachs, Legislative Counsel
-Brooks Leffler, Consultant, Office of

Telecommunications Applications.
45. Interested parties are encouraged

to submit comments on the Notice. An
original and seven copies of any com-
ments should be filed by April 12,
1979' with: Office of Chief Counsel,

"Whlle this proceeding relates to a grant
program and is. therefore, exempt from the
notice and comment requireents of the

Footnotes cctinued on next page
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NTIA/DOC, 1800 G Street, N.W.,
Washington, D.C. 20504.

A certificate of service reflecting
that a copy of the comments has been
served on the parties listed in Appen-
dix A must be attached to the com-
ments. Comments will be available for
inspection during regular business
.hours in Room 703 at the above ad-
dress. Finally, the public is advised
that NTIA -has tentatively selected
May 18, '1979 as the closing date for
applications.

Dated: March 6, 1979.
HENny GEItR,

Administrator, National Tele-
communications and Inforna-
tion Administration.

APwEem A
American Federation for-Blind. Inc., 15

West 16th Street, New York. NY 10011.
American Women in Radio and Television,

1321 Connecticut Avenue. N.W., Washing-
ton, DC 20036.

Andrew, Paul 3 Hancock Avenue, Cam-
bridge, MA 02139.

Archdiocese of San Fransisco, Educational
Television Center, 324 Middlefield Road.
Menlo Park. CA 94025.

Center for Excellence, Inc., P.O. Box 158,
Williamsburg, VA 23185.

City University of New York. Center forAd-
vanced Study in Education, 33 West 42nd
Street. New York. NY 10036, (Attn. Dr.
Lee Cohen).

Footnotes continued from last page
Administrative Procedure Act (5 U.S.C. Sec-
tion 553(a)(2)). nevertheless. NTIA has
opted to provide the public with the oppor-
tunity to participate. Both Executive Order
12044 and DOC's response to that Order,
supra, Indicate that at least 60 days shall be
afforded for public comment on proposed
significant regulations unless compliance
with that standard is not possible. The Ad-
ministrator has determined that it is not
possible to comply with the 60 day standard'
If NTIA is to process and fund applications
in the current fiscal year. Section-391 of the
Act provides that funds appropriated in any
fiscal year shall remain available In succeed-
ing fiscal years if an approved application
for those funds has been submitted by an
applicant in the current fiscal year. Because
Pub. L. 95-567 was not enacted until Novem-
ber 2, 1978 and NTIA was required to Insti-
tute this proceeding and design an applica-
tion form, It has been necessary to expedite
the rulemaking to allow sufficient time for
the submission and processing of applica-
tions before the end of the fiscal year on
September 30th. As a result, reply time to
both the Advance Notice and the Notice
had to be shorter than we would otherwise
have wished. However, NTIA is making
every effort to give the public opportunities
for meaningful Input into the formulation
of our regulations. L.a, the issues paper,
public meeting and the Advance Notice were
mailed to interested parties and the trade
press. Copies of this Notice will be mailed to
the same individuals and groups as well as

'to all who filed comments on the Advance
Notice. These various steps and the-setlous
time problem have led to our, conclusion
that this proceeding has been conducted in
substantial compliance with Executive
Order 12044.
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City of Valparaiso, Florida, P.O. Box 296,
Valparaiso, FL 32580.

Corporation for, Public Broadcasting. c/o
Verner, Liipfert, Bernhard and McPher-
son, Suite 1000. 1660 L Street, N.W.,
Washington, DC 20030.

Federal Communications Commission,
Washington, DC 20554.

Florida East Coast Educational Television.
Inc., 2908 West Oak Ridge Road, Orlando.
FL 32809.

Foundation for Independent Video and
Film. Inc., 99 Prince Street, New York. NY
10012.

Global Village. 454 Broome Street, New
York. NY 10013. -

Goldstein, Michael and Disenhaus, Helen.
1225 Connecticut Avenue, N.W.. Washing-
ton, DC 20036.

Indiana University at South Bend, Division
of Arts and Sciences, 1825 Northside Bou-
levard, South Bend. IN 46615.

Intercollegiate Broadcasting System, Box
592, Vails Gate, NY 12584.

Iowa Public Broadcasting Network, P.O.
Box 1758, Des Moines, IA 50306.

TTSC-TV, 900 West Orman Avenue.
Pueblo, CO 81004.

KWSU-AM-TV, Washington State Universi-
ty, Pullman, WA 99163.

Libre Press, Suite 512-514. Brooks Building,
Scranton, PA 18503.

McClausand Robert. 107-15 Jersey Street,
Bosto, MA02215. ,

Media Communications; Inc., Suite .104,
Monsanto Building. 6230 Fairview Road.
Charlotte, NC 28210.

Minrdsota Public Radio, Inc., 400 Sibley
Street, SantPaul, MN 55101.

Montgomery County Intermediate Unit, 400
Penn Street, Lansdale, PA 19446.

National Federation of Community Broad-
casters, 1000 l1th Street, N.W., Washing-
ton. DC 20001.

North Carolina Task Force on Public Tele-
communications. 116 West Jones Street,
Raleigh, NC 27603. 1

North Dakota Educational Broadcasting
Council, The Prince Hotel. Bismarck, ND
5850L

public Broadcasting Service. 475 VEnfant
Plaza W, S.W., Washington, DC 20024.

Public Service Satellite Consortium, 4040
Sorrento Valley Blvd., San Diego, CA
92111.

Robertson Assocates, Inc., P.O. Box 8077.
Port Charlotte. FL 33952.

Rocky Mountain Corporation for Public
Broadcasting, 1603 Sigma Chi Road, N.E.,
Albuquerque, NM 87106.

State of Kansas Public Television Board,
Suite 508, 503 Kansas Avenue, Topeka,
KS 66603.

University of Alaska, School of Engineering,
Fairbanks. AK.

WNET/Thlrteen. 356 West 58th Street'New
York, NY 10019.

Wilkes College, Wilkes Barre, PA 18766.
Woll, Susan, 39 Brighton Avenue, Alston,

MA 02138.

ApPrzEx B

Agency from Instructional Television
American Women in Radio and Televison
Association for Educational Communica-

tions and Technology
Black Media Coalition
Corporation for Public Broadcasting
Federal Commuunlcatons Commission
Joint Council on Educational Telecommuni-

cations
National Association of Broadcasters

National Audio-Visual Association
National Cable Television Association
National Citizens Committee for Broadcast-

ing
National Congress of American Indians
National Federation of Community Broad-

casters
National Latino Media Coalition
National Public Radio
National Translator Association
Native American Public Broadcasting Con-

sortium
Public Broadcasting Service

It Is proposed that Tltle'15 of the
Code of Pederal Regulations be
amended by establishing Subtitle D-
Regulations Relating to Telecommuni-
cations and Information, Chapter
XXIII-National Telecommunications
and Information Administration, De-
partment of Commerce and establish-
ing a new Part 2301, as follows:

PART 2301-PUBLIC TELECOMMUNICATIONS
FACILITIES PROGRAM

Subparl A-General

Sec.
2301.1 Purpose and scope.
2301.2 Other pertinent rules and regula-

tions.
2301.3 Definitions.

Subpart B-Eligibllity and Applcalion Procedures

2301.4 Eligible applicants.
2301.5 Application for financial assistance.
2301.6 Assurances.
2301.7 Deferred applications.
2301.8 Federal Communications Commls

sion authorization.
2301.9 Closing date.
2301.10 Where to file: number of copies.
2301.11 Publication.
2301.12 Service of applications.
2301.13 Acceptance of applications.
2301.14 Comments on applications.
2301.15 Distribution of funds.
2301.16. Coordination with interested agen

cies and organizations.
2301.17 Funding criteria for construction

applications.
2301.18 Funding criteria for planning ap.

plications.
2301.19 Action on applications.

Subpart C-Prorifies Among Applicatlons and the

Role of Minorities and Women

2301.20 Fxogram priorities.
2301.21 Special consideration.

Subpart D-Federal Financial Parlicpation and
Conditions of Federal Orant

2301.22 Amount of Federal grant.
2301.23 Payment of Federal grant.
2301.24 Conditions of Federal grant.
2301.25 Procurement standards.
2301.26 Consolidated procurement.
2301.27 Securing the Federal interest.
2301.28 Nondiscrimination.

Subpart E-Accountability for Federal Funds

2301.29 Retention of records.
2301.30 Final certification.
2301.31 Annual status reports.
2301.32 Termination and change In ellgibil-

ity status.
2301.33 Petition for reconsideration.
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Subpart F--Control and Use of Facilities

Sec.
2301.34 Equipment.
2301.35 Items and costs ineligible for Fed.

eral funding.
2301.36 Control and use of facilities.
2301.37 Waiver.

AuvHoar'. Pub. 95-567. 92 Stat. 2405 ('47
U.S.C. 390-394).

Subpart A-General

§ 2301.1 Purpose and scope.
These regulations prescribe policies

and procedures to insure the fair, equi-
table and uniform treatment of appli-
cations for planning and construction
grants for public telecommunications
facilities. They implement the provi-
sions of Part IV of Title TTM of the
Communications Act of 1934, as
amended by the Public Telecommuni-
cations Financing Act of 1978 (47
U.S.C. Sections 390-94) (Act).

§ 2301.2 Other pertinent rules- and regula.
tions.

(a) Other rules and regulations per-
tinent to applications for the oper-
ation of noncommercial educational
broadcast stations and public broad-
cast stations are contained in the rules
and regulations of the Federal Com-
munications Commission, 47 CFR Part
1 (Practice and Procedure); Part 2
(Frequency Allocations and Radio
Treaty Matters; General Rules and
Regulations); Part 17 (Construction,
Marking, and Lighting of Antenna
Structures); Part 3, Subpart E (Televi-
sion Broadcasting Stations); Part 73
(Radio Broadcast Services); and Part
74 (Experimental Auxiliary and Spe-
cial Broadcast and Other Program
Distribution and Services).

§ 2301.3 Definitions.
(a) The foliowing terms shall have

the following meanings when used in
this part:

(1) "Act" means Part IV of Title III
of the Communications Act of 1934, as
amended (47 U.S.C. Sections 390-94).

(2) The term "Administrator" means
the Administrator of the National
Telecommunications and Information
Administration, U.S. Department of
Commerce.

(3) The term "construction" (as ap-
plied to public telecommunications
facilities) means acquisition (including
acquisition by lease), installation, and
modernization of public telecommuni-
,cations facilities and planning and pre-
paratory steps incidental -to any such
acquisition, installation, or moderniza-
tion.

(4) The.term "noncommercial educa-
tional and cultural radio and teleVislon
programs" means educational, commu-
nity service, public service, public af-
fairs and cultural programs of benefit
to the area or community to be served
by a public telecommunicatlons entity,

(5) The teims "noncommercial edu-
cational broadcast station" and
"public broadcast station" means a
television or radio broadcast station
which-

(i) Under the rules and regulations
of the Federal Communications Com-
mission In effect on the effective date
of enactment of the Public Telecom-
munications Financing Act, Is eligible
to be licensed by the Commission as a
noncommercial educational radio or
television broadcast station and which
is owned and operated by a public
agency or nonprofit private founda-
tion, corporation, or association; or

(i) Is owned and operated by a mu-
nicipality and which transmits only
noncommercial programs for educa-
tional purposes.

(6) The term "noncommercial tele-
communications entity" means any en-
terprise which-

(I) Is owned and operated by a State,
a political or special purpose subdivi-
sion of a State, a public agency, or a
nonprofit private foundation, corpora-
tion or association; and

(ii) Has been organized primarily for
the purpose of disseminating audio or
video noncommercial educational and
cultural programs to the public by
means other than a primary television
or radio broadcast station, including.
but not limited to, coaxial cable, opti-
cal fiber, broadcast translators, cas-
settes, discs, microwave or laser trans-
mission through the atmosphere.

(7) The term "nonprofit" (as applied
to any foundation, corporation, -or as-
sociation) means a foundation, corpo-
ration, or association. no part of the
net earning of which inures. or may
lawfully inure, to the benefit of any
private shareholder or individual

(8) The term "preoperational ex-
penses" means all nonconstruction
costs incurred by new telecommunica-
tions entities before the date on which
they began providing service to the
public, and all nonconstruction costs
associated with the expansion of exist-
ing entities before the date on which
such expanded capacity Is activated,
except that such expenses shall not In-
clude any portion of the salaries of
any personnel employed by an operat-
ing public telecommunications entity.

(9) The term "public broadcasting
entity" means the Corporation for
Public Broadcasting. any licensee or
permittee of a public broadcasting sta-
tion, or any nonprofit institution en-
gaged primarily in the production, ac-
quisition. distribution or dissemination
of educational and cultural television
or radio programs.

(10) The term "public telecommuni-
cations entity" means any enterprise
which-

(i) Is a public broadcast station or a
noncommercial telecommunications
entity; and

(il) Disseminates public telecommu-
nications services to the publi.

(11) The term "public telecommuni-
cations facilities'" means apparatus
necessary for production, interconnec-
tion. captioning, broadcast or other
distribution of programming, includ-
ing but not limited to, studio equip-
ment, cameras, microphones, audio
and video storage of reproduction
equipment, or both, signal processors
and switches, towers, antennas, trans-
mitters, translators, microwave equip-
ment, mobile equipment, satellite com-
munications equipment, Instructional
television fixed service equipment
(ITFS), subsidiary communications au-
thorization (SCAY transmitting and re-
celving equipment, cable television
equipment, video and audio cassettes
and discs, optical fiber communica-
tions equipment and other means of
transmitting, emitting, storing and re-
ceiving images and sounds or intelli-
gence, except that such term does not
include the buildings to house such
apparatus (other than small equip-
ment shelters which are part of satel-
lite earth stations, translators, micro-
wave Interconnection facilities and
similar facilities).

(12) The term "public telecommuni-
cations services" means noncommer-
cial educational and cultural radio and
television programs, and related non-
commercial instructional or informa-
tional material that may be transmit-
ted by means of electronic communica-
tions.

(13) The term "Secretary" means
the Secretary of Commerce.

(14) The term "State" includes the
District of Columbia. the Common-
wealth of Puerto Rico, the Virgin Is-
lands, Guam, American Samoa, the
Northern Mariana Islands, and the
Trust Territory of the Pacific Islands.

(15) The term "system of public tele-
communications entities" means any
combination of public telecommunica-
tions entities acting cooperatively to
produce, acquire or distribute pro-
grams, or to undertake related activi-
ties.

Subpart B-Eligibility and Application
Procedures

§2301M Eligible applicants.
(a) Applications for funding under

the Act may only be filed by.
(1) A public or noncommercial edu-

cational broadcast station.
(2) A noncommercial telecommuni-

cations entity.
(3) A system of public telecommuni-

cations entities.
(4) A nonprofit foundation, corpora-

tion. Institution or association orga-
nized primarily for educational or cul-
tural purposes.

(5) A State or local government or
agency or a political or special purpose
subdivision of a State.
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(b) Applicants whose proposals re-
quire Federal Communications Com-.
mission authorizations must be eligible
to receive such authorization

§ 2301.5 Application for financial assist-
ance.

(a) All applications for funding
under the Act shall be made on an ap-
proved National Telecommunications
and Information Administration
(NTIA) form and each application
shall be signed-by an officer of the ap-
plicant. 

I .

(1) Approved forms may be obtained
from the Public Telecommunications
Facilities Division, NTIA/DOC, Room
296A, 1325 G Street, N.W., Washing-
ton, D.C. 20005.

(b) An applicant may, amend its ap-
plication or submit additional informa-
tion at any time up to 45 calender days
after the closing date published pirsu-
ant to § 2301.9 of the Rules. - o

(c) Radio; television and non-broad-
cast applications must be submitted
separately. Where sharing of a'major
component (e.g., a tower)is 'justified,
the cost of the shared equipment must
be pro-rated between applications.

(d) If an environmental impact or
narrative statement is required to be
filed in connection with the 15roposed
project by any Federal, State or local
law 6r regulation, a copy must be sub-
mitted with the application.

§ 2301.6 Assurances.
No project will be approved unless.

the applicant has provided, in the ap-
plication information to establish to
the Administrator's satisfaction that:

(a) The applicant is an eligible ehtity
under Section392Za)(1) of the At and
that it has authority to plan, construct
and operate the public telecommunica-
tions facility for which funds are re-
quested;

(b) The public telecommunications-
facility will be controlled by the appli-
cant;

(c) The public telecommunications
facility will be used only for the provi-
sion -of public telecommunications
services;

(d) (1) Necessary funds to construct,
operate and maintain the public tele-
communications facility will be availa-
ble when needed;

(2) All non-Federal financial sources
available for the project have been
taken into account, and the non-Fed-
eral share stated by the applicant as
being available for use in tie'project is
the maximum contribution available
from such sources;

(3) PTFP fun-ds and any monies gen-
erated through the use 'of PTFF-
funded facilities shall be used solely
for noncommercial public telecommu-
nications purposes, as proposed in the
application;

PROPOSED RULES

(e) The applicant has participated in
comprehensive planning for its pro-
posed facility in the area- to be served,
including an evaluation of alternative
technologies and coordination with
State educational television, radio and
telecommunications agencies, if any;

(f) The applicant will make the most
economical and efficient use of the
grant;
- (g) The applicant holds or will hold
appropriate title or lease to the site or
sites on which apparatus proposed in
the project will be operated, including
the right to construct, maintain, oper-
ate and remove such apparatus, suffi-
cient to assure continuity of operation
of the facility for a period of '10 years
following completion of the project;

(h) No person shall, on the grouilds
of race, color or national origin, be ex-
cluded'from participation in, be denied
the benefits of or otherwise be sub-
jected to discrimination under any
program or activity for which the ap-
plicant receives funding unaier this
Act. (Title VI of the Civil Rights Act
of 1964 as implemented by DOC regu-
lations, 15 CFR §§ 8.1-15.);

(i) No person shall, on the basis of
sex, be excluded-from participation in,
be denied the-benefits of or be subject-
ed to discrimination under any educa-
tional program or activity for which
the applicant receives funding under
the Act. (Title IX of the Education
Amendments of 1972, as amended.);
and

(j) No otherwise qualified individual
shall,'solely by reason of handicap, be
excluded from the participation in, be
denied of benefits of or be subjected to
discrimination under any program or
activity for which the applicant re-
ceives funding under this Act (Section
-504 of the Rehabilitation Act of 1973,
as amended).

§ 2301.7 Deferred applications.
(a) An application which has been.

accepted for filing may be deferred for
funding until a succeeding fiscal year.
In the event that the Administrator
defers an application, prompt written
notification of that action, together
with an explanation for the deferral,
will be given to the applicant.

(b) An applicant may reactivate a de-
ferred application if the stated pur-
pose of the application has not sub-
stantially changed.

(c) To reactivate a deferred applica-
tion, the applicant must notify the Ad-
ministrator, ini writing, that It wishes
the application to be reconsidered.
Notice must be given before the clos-.

'ing date specified by the Administra-
*tor pursuant to § 2301.9 of the Rules
for the filing of current fiscal year ap-
plications. An original and. one copy of
the notice must be filed.

(d) Any notice given under Subsec-
tion (c) must be aceompanied by the

following information contained In the
form of a signed amendment' to the de-

'ferred application:
(1) Pages 1 and 2 and the brief nar-

rative description of the proposal sub-
mitted on the current application
form;

(2) An update of availability of oper-
ating funds and the necessary non-
Federal share of the project,

(3) A revised listing of current eligi-
ble project costs, If necessary;

(4) A current inventory of all public
telecommunications facilities owned
by the applicant. Applicants having
previously submitted an Inventory
need only submit updating Informa-
tion;

(5) A five-year plan outlining the ap-
plicant's projected facilities require-
merits, and the.projected costs of such
facilities. Applicants having previously
submitted a five-year plan may submit
any approved amendments Including
updating the dates to Include the cur-
rent year;

(6) Current information relating to
the applicant's evaluation of alternate
technologies currently available In the
service area and the extent to which
there is no duplication of services;

(7) If special consideration Is re-
quested under Section 392(f) of the
Act, current information detailing the
basis for the request; and

(8) Such other information as the
Administrator considers necessary.

§ 2301.8 Federal Communications Con-
mission authorization.

(a) Each applicant whose project re
quires Federal Communications Com-
mission authorization must file an ap-'
plication for that authorization on or
before the closing date for filing the
funding application.

(b) Any Federal Communications
Commission authorization required
for the projectinust be in the name of
the applicant.

(c) If the project is to be associated
with an existing station, Federal Com-
munications Commission operating au-
thority for that station must be cur-
rent and valid.

(d) For any project requiring a new
authorization or authorizations from
the Federal Communications C~mmis-
sion, the applicant must file with the
Administrator a copy of each Federal
Communications Commission applica-
tion and any amendments thereto.

(e) If the applicant fails to file a re-
quired Federal Communications Com.
mission application or applications by
any'closing date established pursuant
to § 2301.9 of these Rules, or If the
Federal Communications Commission
returns, dismisses or denies an applica-
tion required for the project or any
part thereof, or for the operation of
the station with which the project is
associated, the Administrator may
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return the application for Federal fi-
nancial assistance to the applicant.

(f) No grant will be awarded until
confirmation has been received from
the Federal Communications Commik-
sion that any necessary authorization
will be issiqed.

§ 2301.9 Closing date.
The Administrator shall select and

publish in the Federal Register a date
by which applications for funding in a
current fiscal year are to be filed.

§ 2301.10 W~here to file; number of copies.

All applications for grants shall be
filed with the Public Telecommunica-
tions Facilities Division, NTIA, Room
296A, 1325 G Street, N.W., Washing-
ton) D.C. 20005. An original and one
copy of the application and supporting
documents shall be filed; and any sub-
sequent amendments shall be filed in
duplicate.

§ 2301.11 Publication.
(a) Applicants shall cause to be pub-

lished in a newspaper of general circu-
lation in the community to be servied,
a-notice that It has tendered an appli-
cation for a Federal grant under the
Act, that it has tendered substantial
amendment to a pending application
or that it has requested renewed con-
sideration of a deferred application.

(b) The notice shall be published
once a week for two consecutive weeks
within the three week period following
the FEDERAL REGISTER publication of
the acceptance of the application by
NTIA. Proof of publication shall be
submitted to NTIA in duplicate.

(c) The notice shall contain substan-
tially the same information as the
FEDERAL REGISTER notice of acceptance
for filing including the" invitation to
file comments with the Administrator.

§ 2301.12 Service of applications.
(a) Any State or local agencies

having jurisdiction over the develop-
ment of broadcast and/or nonbroad-
cast telecommunications in the State
and the community to be served by
the proposed facility, shall be served
with one copy of the application and
all subsequent amendments. This re-
quirement applies to both planning
and construction grant applications
and service shall be made within two
weeks of the tendering of an applica-
tion to NTIA.

(b) In the case of a construction
grant for which Federal Communica-
tions Commission authorization is re-
quired, a copy of the application ard
all subsequent amendments shall,
within two weeks of tendering the ap-
plication to NTIAbe filed with:

(1) The Secretary, Federal Commu-
nications Commission, Washington,
D.C. 20554; and

(2) The State educational television,
radio or telecommunications agency, if
any, in the State in which the channel
associated with the project is assigned
by the Federal Communications Com-
mission, or, if the channel In question
is assigned jointly to communities in
different States, upon the State
agency, If any, in each of such States.

(3) Each applicant must also give
written notice of the filing of the ap-
plication to the State educational tele-
vision, radio or telecommunications
agency, if any, in any State, any part
of which is within the service area of
the proposed facility.

§ 2301.13 Acceptance of applications.
(a) Applications tendered for filing

with the Administrator will be given a
preliminary examination. Those found
to be complete and in accordance with
the provisions of this part will be ac-
cepted for filing. Applications which
are not complete or which are deter-
mined to be not in accordance with.
the provisions of this part will not be
accepted for filing and will b returned
to the applicant; Provided, That
within 30 days of such return, the ap-
plicant may file with the Administra-
tor a petition pursuant to § 2301.33.

(b) Applications proposing projects
which require authorization from the
Federal Communications Commission
will not be accpeted for filing by the
Administrator until the Federal Com-
munications Commission has accepted
the necessary application for filing.

(c) The acceptance of applications
for filing,.as provided in paragraph (a)
of this section, is a procedure designed
for making preliminary determina-
tions of eligibility and for providing
the opportunity for public comment
on applications, as described In
§ 2301.14. Acceptance of an application
for filing does not preclude subsequent
return or disapproval of an application
if it is found to be not in accordance
with the provisions of this part or if
the applicant fails to file any addition-
al information requested by the Ad-
ministrator. Acceptance for filing does
not assure that application of being
funded; It merely qualifies that appli-
cation to compete for funding with
other applications accepted for filing.

§2301.14 Comments on applications.
(a) The Administrator will publish

notice in the FEDERAl RErGxs of the
acceptance for filing of each applica-
tion and of the receipt of each amend-
ment which substantially changes the
proposed project.

(b) Within 30 calendar days from
the date on which notice is published
in the FEDERAL REarsTza of the accept-
ance for filing of an application or a
substantial amendment to an applica-
tion, any interested party may file
comments with the Administrator sup-

porting or opposing the application or
amendment, setting forth the grounds
for support or opposition, accompa-
nied by a certification that a copy of
the comments has been mailed to the.
applicant.

(c) Within 30 calendar days from the
last day for filing such comments, the
applicant may file a reply to any com-
ments opposing Its application or an
amendment.

(d) The time periods referred to in
Subsections (b) and (c) may be ex-
tended by the Administrator if good
cause is shown.

§2301.15 Distribution of funds.
With respect to applications accept-

ed for filing pursuant to § 2301.13, the
Administrator may at any time estab-
lish limitations on the maximum
amount of Federal grants which may
be approved for projects situated in
each of the several States in order to
assure an equitable distribution of
funds among the States for any fiscal
year.

§2301.16 Coordination with interested
agencies and organizations.

In acting on applications and carry-
Ing out other responsibilities under
the Act, the Administrator may con-
sult with:

(a) The Federal Communications
Commission with respect to functions
which are of interest to or affect func-
tions of the Federal Commnications
Commission:

(b) The Corporation for Public
Broadcasting with respect to functions
which are of interest to or affect the
functions of the Corporation: and

(c) Other agencies, organizations
and institutions administering pro-
grams which may be coordinated ef-
fectively with Federal assistance pro-
vided under the Act.

§ 2301.17 Funding criteria for construc-
tion applications.

In order to achieve the objectives of
Section 393 of the Act, the Adminis-
trator, in determining whether to ap-
prove a construction grant application,
in whole or in part, and the amount of
such grant, or whether to defer action
on such an application, will consider,
in addition to how well the applicant
has satisfied the assurances of Section
392(a) of the Act, the following factors
(the order of listing implies no prior-
Ity):

(a) The priorities set forth in the
Act and § 2301.20 of the Rules;

(b) The adequacy and continuity of
financial resources for long-term oper-
ational support, which assures the ap-
plicant's continual service to the com-
munities within the service area; and
the availability of necessary funds for
capital expenditures;
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(c) The extent to which. non-Federal
funds will be used to meet the .total
cost of the project;

(d) The extent to which the -appli-
cant has:

(1) Evaluated alternate technologies,
the bases upon.which decisions were
made as to the technology to, be uti-
lized and the extent to which the pro-
posed service will not duplicate service
already available;

(2) Assessed plans to meet the specif-
Ic educational, informational and cul-
tural needs of the total community to
be served by the proposed telecommu-
nications service;

(3) Designed the proposed service to
help meet the assessed needs;

(4) Provided for the total community
served to participate in the planning
for and implementation of the pro-
posed service;

(5) Provided opportunities-for the in-
-tended audiences to use the proposed
service; and

(6) Provided meaningful documenta-
tion of community support for the
service to be provided (such as letters
from agencies for whom the applicant
produces or will produce programs or
other materials and from key elected/
appointed policy-making officials).

(e) The extent to which the evidence
supplied in the project reasonably as-
sures an increase in minority and
women's control of, operation of and
participation In public telecommuni-
caitons entities; and the extent to
which similar concerns of handicapped
individuals have been taken into con-
sideration;

(f The extent to which the various
items of eligible apparatus proposed
are necessary to, and capable of,
achieving the objectives of the project
and will permit the most efficient use
of the grant funds in serving the pro-
posed total community;

(g) The extent to which the eligible
equipment requested meets current
telecommunications industry perform-
ance standards;

(h) The extent'to which the appli-
cant will have available sufficient
qualified staff, and will provide serv-
ices of professional quality;

(i) The extent to which the ap'pli-
cant has planned and coordinated the
proposed services with other telecom-
munications entities in the service
area;

(j) The extent to which the project
implements local, Statewide or region-
al public telecommunications systems
plans, if any;

(k) The extent to which the appli-
cant's proposed five-year facilities plan
required by Section 392(a) of the Act
is practical, financially affordable and
consistent with the intent of the Act
and Regulations; and

:'l?(OPOssb' RULES

(1) The approval by the Federal
-Communications Commission of any
necessary authorization.

§ 2301.18 Funding criteria for planning
applications.

In order to achieve the objectives of
Section 393 of the Act, the Adminfs-
trator, in determining whether to ap-
prove a planning grant application, in
whole or in part, and the amount of
such grant, or whether to defer action
on such an application, will consider,
in addition to how well the applicant
has satisfied the assurances of Section
392(a) of the Act, the following factors
(the order of listing implies no prior-
ity):

(a) The extent-to which the appli-
cant's interests and purposes are rele-
vant to the proposed planning,

(b) The qualifications of the pro-
posed planner to provide a public tele-
communications facilities plan;

(c) The extent to which the plan-
ning project's procedural design will
assure adequate:'

(1) Knowledge of the needs of the
area to be served;

(2) Financial, human and support re-
sources necessary to conduct the plan;

(3) Public awareness of and partici-
pation in the proposed planning;

(4) Coordination with other telecom-
munications entities at the local, state,
regional and national levels; -

(5) Evaluatm of alernate technol-
ogies and duplication of services; and

(6) Participatlon by minorities and
women

(d) The extent to which the com-
pleted plan incorporates provision for
implementing the proposed telecom-
munications service and addresses the
funding objectives of the.Act (i.e., en-
gineering, legal, site preparation
(leases, land acquisition, etc.), 'con-
struction, five-year plan of proposed
services, appropriate facilities and op-
eration (fiscal resources, staff, etc.)).

(e) The extent to which the pro-
posed procedure and timetable are fea-
sible and can achieve the expected re-
sults.

§ 2301.19 Action on applications.
.j (a) After consideration of an applica-
tion that has been accepted for filing,
any comments and replies filed by in-
terested parties and any other rele-
vant information, the Administrator
i~fil take one of the following actions:
select the application, for funding, in
whole or in part; defer the application
for subsequent consideration pursuant
to § 2301.7 of the Rules; or return the
application to the'applicant; Provided,
That when the Administrator returns
an application, the Administrator will
notify the applicant of the gorunds
and reasons therefor.

(b)" Upon the Administrator's ap-
proval or deferral, in whole or in part,

of an application, the Administrator
will inform:

(1) The applicant;
(2)' Each State educational televi-

gion, radio or telecommunications
agency, if any, in any State, ,any part
of which lies within the service area of
the applicant's facility;

(3) The Federal Communications
Commission; and

(4) The Corporation for Public
Broadcasting.

(c) If the Administrator awards a
grant, the grant award document shall
include grant terms and conditions set
forth in Subpart D of the Rules and
whatever other provisions are required
by Federal law or regulations, or may
be deemed necessary or desirable for
the achievement of the purpose$ of
the program.

Subpart C-Priorities Among Applications and
the Role of Minorities and Women

§ 2301.20 Program priorities.
(a) .The following objectives, listed in

order of priority, shall govern the Ad.
ministrator's determination to fund an
application and the amount of the
grant awarded:

(1) Whether the application will pro-
vide new public telecommunications
facilities to extend service to areas not
currently receiving such services.

(2) Whether the application will
result in the expansion of service areas
of existing public telecommunications
entities.

(3) Whether the application will
result In the improvement of the capa-
bilities of existing public broadcast
stations to provide public telecommu-
nications services.

(b) Notwithstanding the priorities
among applications listed In Subsec-
tion (a), the Administrator may utilize
any remaining appropriated funds to
award grants to applicants who are
otherwise eligible for funding but do
not fall within arny of the statutory
priorities. Grants made pursuant to
this subsection, must fulfill the overall
objectives of the Act.

§ 2301.21 Special consideration.
In assessing applications, the Admin.

istrator will give special consideration
to applications which foster control of,
operation of and participation In
public telecommunications entities by
minorities and women.

Subpart D-Federal Financial Partlcipalion and
Conditions of Federal Grant

§ 2301.22 Amount of federal grant,
(a) Planning grants. A Federal grant

award for the planning of a public
telecommunications facility shall be in
an amount determined by the Admin.
istrator and set forth in the grant
award document.
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• (1) The Administrator may provide
up to 100 percent of the funds neces-
sary for the planning of a public tele-
communications facility which is eligi-
ble for construction grant funding.

(2) Two copies of any study conduct-
ed in whole or in part with funds pro-
vided under this program shall
promptly be provided to the Adminis-
trator. Copies of studies shall -be
served on the Public Telecommunica-
tions Facilities Division, NTIA., Room
296A, 1325- G Street, N.W., Washing-
ton, D.C. 20005.

(b) Construction Grants. A Federal
grant award for the construction of a
public telecommunications facility
shall-be an amount determined by the
Administrator and set forth in the
grant award document, except that
such amount shall not exceed 75 per-
cent of the amount determined by the
Administrator to be the reasonable
and necessary cost of such project.

(c) No part of the grantee's match-
ing share of the eligible project costs
may be met with funds supplied by
Federal departments and agencies or
the Corporation for Public Broadcast-
ing except where the use of such
funds to meet a Federal matching re-

. quirement is specifically and expressly
authorized by Federal statute.

(d) If the actual costs incurred in
completing the project are less than
the 'estimated costs which constituted
the basis for the Administrator's de-
termination of the Federal grant
award, the amount of the final grant
shall be that amount of the actual
total project cost remaining after de-
ducting the amount of local matching
funds .used as a basis for the grant
award at the time of project approval
(including the fair market value of
gifts, if any); Provided, That in no
case shall the final Federal grant
exceed the Federal grant award.

§ 2301.23 Payment of Federal grant.
(a) No payments under any award

will be made unless and until the re-
cipient complies with all relevant re-
quirements imposed by this part. Addi-
tionally, with regard to public telecom-
munications entities requiring 9 Feder-
al Communications Commission au-
thorization, nb payments will be made
until confirmation has been received
from the Federal Communications
Commission that any necessary au-
thorization has been granted.

(b) After the conditions indicated in
Subsection (a) have been satisfied,
payment will be made to the grantee
in such installments consistent with
construction progress, as the Adminis-
trator may determine. The Adminis-
trator may require as a precondition
to any such payments, site visits by
representatives of NTIA to determine
construction progress.

PROPOSED RULES

§ 2301.24 Conditions of Federal Grant.
(a) Each Federal grant under this

part shall be subject to the conditions
that the grantee shall:

(1) Continue to meet the require-
ments set forth In §§ 2301.4 and 2301.5;

(2) Use the Federal grant funds for
the purposes for which the grant was
made and for the Items of apparatus
and other expenditure Items specified
in the application for inclusion in the
project, except that the grantee may
substitute other items where neces-
sary or desirable to carry out the pur-
pose of the project as approved in ad-
vance by the Adminstrator;

(3) Promptly complete the project
and place the iublic telecommunica-
tions facility into operation;

(4) Maintain, during construction of
the project and for 10 years after com-
pletion of "the project, protection
against common hazards through ade-
quate insurance coverage or other
equivalent undertakings, except that,
to the extent the applicant follows a
different policy of protection with re-
spect to Its other property, the appli-
cant may extend such policy to appa-
ratus acquired and installed under the
project;

(5) (1) Permit the Administrator and
the Comptroller General of the
United States or their duly authorized
representatives access for the purpose
of audit and examination to any
books, documents, papers and records
of any grantee that are pertinent to
assistance received under this pro-
gram.

(i) Permit inspections by the Ad-
ministrator, or the Administrator's
duly authorized representatives, of the
public telecommunications facilities
acquired with Federal financial assist-
ance at the time of completion of the
project and at any other reasonable
time within 10 years after completion
of the project.

(iii) In carrying out the authority
conferred in this Section, the Adminis-
trator and the Administrator's duly
authorized representatives, shall re-
quest admission for inspection, audits
and examinations only during normal
working hours of the grantee.

§ 2301.25 Procurement standards.
(a) Grantees that are States, politi-

cal or special purpose subdivisions of
States or public agencies shall adopt
the current addition of Office of Man-
agement and Budget Circular No. A-
102.

(b) Grantees that are nonprofit pri-
vate foundations, corporations or asso-
ciations shall adopt the curre'nt edi-
tion of Office of Management and
Btfdget Circular No. A-110.

§ 2301.26 Consolidated procurement.
(a) In order to obtain quantity dis-

counfs, applicants are encouraged to
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explore with other applicants the con-
solidated procurement of public tele-
communications facilities with pro-
gram funds. Responsibility for the
proper disbursement of program funds
and title to and control of facilities
purchased pursuant to this Section
must remain with the individual gran-
tees. This Section does not supersede
or modify the procurement standards
contained In Section 2301.25.

(b) Applicants may enter into consol-
idated purchase agreements at any
time. Copies of agreements must be
submitted with the application or as
an amendment and may be used to es-
tablish that the applicants will make
the most efficient and economical use
of program funds.

(c) If a group of applicants agree to
a consolidated procurement, a written
copy of the agreement must be sub-
mitted to the Administrator before
any order for facilities may be placed.
The Administrator shall: promptly
notify the applicants of the approval
or disapproval of the agreement.

§ 2301.27 Securing the Federal interest
In order to assure that the Federal

investment in public telecommunica-..
tions facilities funded under the Act
will continue to be used to provide
public telecommunications services to
the public during the 10 period of Fed-
eral interest in the event of a grantee's
change of eligibility status, bankrupt-
cy, failure, etc., grantees shall either.

(a) Obtain and keep current a bond
to indemnify the Federal Govern-
ment's investment in their public tele-
communications facilities during the
period of continuing Federal interest
The bond shall be in an amount at
least equal to the Federal Govern-
ment's contribution to the cost of the
facility and the cost of the bond shall
be borne by the grantee; or

(b) Execute and record a document
establishing that the Federal Govern-
ment has a priority lien on any facili-
ties purchased with funds under the
Act during the period of continuing
Federal interest. The document shall
be recorded where liens are normally
recorded in the community where the
facility is located and in the communi-
ty where the grantee's headquarters
are located.

(c) The bond and annual extensions
or a certified copy of the recorded lien
shall be filed with the Administrator.

(d) The continuing period of Federal
Interest shall be no less than 10 years
from the 'date of completion of the
projet. In addition, for grantees that
are subsidiaries of or affiliated with
churches or other religious organiza-
tions, facilities purchased in whole or
in part with program -funds may not
be utilized for any religious purpose.
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§ 2301.28 Nondiscrimination.
(a) It is the purpose of this Section

to reflect to the fullest extent possible
NTIA's commitment to the nondis-
crimination policies of the Federal
Government as expressed in the sever-
al statutes, Executive Orders and mes-
sages of the President dealing with
civil rights and equality of opportuni-
ty. Discrimination based on race, color,
national origin, sex or physical handi-
cap shall be prohibited by all grantees.-

(b) NTIA shall enforce Title VI of
the Civil Rights Act of 1964, as imple-
mented by" Department of Commerce
regulations, 15 CFR Subtitle A, Part 8,
which is hereby incorporated in this
part by reference.

(c) NTIA shall enforce Title IX of
the Education Amendments of 1972, as
amended. Department of Commerce
implementing regulations have not yet
been adopted but will be incorporated
by.reference in this part upon their
adoption.

(d) NTIA shall enforce Section 504
of the Rehabilitation Act of 1973, as
amended. Departmint of Commerce
implementing regulations have" been
proposed, 43 FR 53765, published No-
vember 17, 1978. Final regulations will
be incorporated by reference in this
part.

(e) Equal Employment Opportunity
Program. Each .applicant shall estab-
lish, maintain and carry out a positive
continuing program of specific prac-
tices designed to assure equal opportu-
nity in every aspect of facilities em-
ployment policy and practice. Under
the terms of its program, a grantee
shall:

(1) Define the responsibility of each
level of management to insure a posi-
tive application and vigorous enforce-
ment of the policy of equal opportuni-
ty, and establish a procedure to review
and control managerial and supervi-
sory performance;

(2) Inform its employees and recog-
nized employee organizations of the
positive equal employment opportuni-
ty policy and program and enlist their
cooperation;

(3) Communicate the equal employ-
ment opportunity policy and program
and Its employment needs to sources
of qualified applicants without regard
to race, color, natioral origin, sex or
physical handicap and solicit their re-
cruitment assistafice on a continuing
basis;

(4) Conduct a continuing campaign
to exclude every form of prejudice or
discrimination based upon race, -color,
national origin, sex or physical handi-
cap from the applicant's personnel
policies and working conditions; and

(5) Conduct continuing review of job
structure and employment practices
and adopt positive recruitment, train-
ing, Job design and other measures
needed In order to insure genuine

,TROPOSED RULES

equality of opportunity to participate
fully in all organizational units, occu-
pations and levels of responsibility in
the applicant.

(f) Each Applicant for a grant shall
file with the Administrator, as part of
the application, an, action plan de-
signed to provide equal employment
opportunities to minorities, women
and qualified physically handicapped
individuals. A plan need not be filed
by an applicant having less than five
full-time employees or whose service
area contains minorities in such insig-
nificant numbers that an action plan
would not be meaningful. In the latter
situation, .a statement of explanation
must be filed.

(g) In the case of an applicant re-
quiring an authorization from the
Federal Communications Commission,
a copy of the equal employment op-
portunity -program filed with that
agency shall be filed with the Admin-
istrator.

(h) Any person who believes that
they have been the subject of discrimi-
nation prohibited by this part may file
a written complaint with the Director,
Public Telecommunications Facilities
Division, NTIA, Room 296A, 1325 G
Street, N.W, Washington, D.C. 20005.
Any such complaint must be filed
within 90 days of the date of the al-
leged discrimination, unless the time
for filing is extended by the Director,
Public Telecommunications Facilities
Division.

(i) Intimidatory or retaliatory acts in
response to complaints or potential
complaints are prohibited.

(1) No other party shall intimidate,
threaten, coerce or discriminate
against, any person for the purpose of
interfering with any right or privilege
secured by this Subpart, or because
the person has made a complaint, tes-
tified, assisted or participated in any
manner in an investigation, proceeding
or hearing under this Subpart.

(2) The 'identity of complainants
shall be kept confidential except to
the extent necessary to carry out the
purposes of this Subpart, including
the conduct of an investigation, hear-.
ing or judicial or other proceeding
thereunder.

(j)(1) The Director, Public Telecom-
munications Facilities Division shall
make a prompt investigation whenever
a compliance review, report, complaint
or any other information indicates a
possible failure to comply with this
subpart.

(2) The investigation shall include,
where appropriate, a review of the per-
tinent practices and policies -of the
grantee or other party subject to-this
Subpart, the circumstances under
which the possible noncompliance
with this Subpart occurred, and other
factors relevant to a determination as

to whether there has been a failure to
comply with this subpart.

(3) If an invesigation pursuant to
Subsection (1) of this section Indicates
a failure to comply with this Section
the Director, Public Telecommunica-
tions Facilities Division shall so
inform the grantee and shall attempt
to resolve the matter by Informal
means. If the investigation does not
indicate a failure to comply with this
Section, the grantee and the complain-
ant, if any, shall be so advised In writ-
ing.

(k) If there. is a failure to comply
with this Section, and the matter
cannot be resolved by informal means,
the Administrator is authorized to:

(1) Terminate the grant; or
(2) Take such other action as may be

authorized by law.

Subpart E-Accountability for Federal Funds

§ 2301.29 Retention of records.
(a) Each recipient of assistance

under 'this program shall keep Intact
and accessible records to enable the
Administrator to carry out the func-
tions of the Administrator under the
Act. Such records shall consist of:

(1) A complete and itemized Inven-
tory of all public telecommunications
facilities under the control of the
grantee, whether or not financed, in
whole or in part, with Federal funds
(this requirement is not applicable to
planning grant applicants);

(2) Complete, current and accessible
financial records which fully disclose

- the total amount of the project; the
amount of the grant; the disposition of
the grant proceeds; and the amount,
nature and source of non-Federal
funds associated with the project;

(b) The grantee shall mark project
apparatus in a permanent manner In
order to assure easy and accurate Iden-
tification and reference to inventory
records. (This requirement is not ap-
plicable to planning grant applicants,)

(c) The grantee, in advertising for
bids for the purchase of apparatus,
shall state that the- Federal govern-
ment has a continuing 10-year interest
in, facilities purchased with Federal
funds under this program. (This re-
quirement is not applicable to plan-
ning grant applicants.)

§ 2301.30 Final certification.
Upon completion of the project, the

grantee shall;
(a) Certify that the acquisition and

installation of the project equipment
has been completed in accordance
with the project as approved by the
ASdministrator; and

(b) Certify that It has any fiecessary
Federal Communications Commission
authorizations to operate following ac-
quisition and installation of project
equipment. t
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§ 2301.31 Annual status reports.
(a) The grantee must file with the

Administrator dui-ing the 10-year
period commencing with the date of
completion of a project, an annual
status report on or before each April 1
following completion of the project,
certifying that:

(1) The grantee-continues to be an
eligible agency, institution, founda-
tion, corporation, association or mu-
nicipality described in Section 2301.4;

(2) There has been no change in
ownership or use of the project appa-
ratus during the reporting period, or
describing any change during such
period;

(3) Project apparatus owned by the
grantee as of that date is being used
only for the delivery of public tele-
communications services; and

(4) The requirements of §§ 2301.20,
.22 and .23 continue to be met.

§ 2301.32 Termination and change in eligi-
-bility status.

(a) The following circumstances
shall constitute grounds for termina-
tion of a grant and for recovery from
the applicant or other owner of the
facilities of the amount bearing the
same ratio to the value of the facilities
as the federal grant bore to the proj-
ect if they occur within 10 years after
completion of the project:

(1) The applicant, grantee or other
owner of the-facilities ceases to be an
agency, institution, foundation, corpo-
lration, association or other entity de-
scribed in Section 392(a)(1) of the Act;

(2) The facilities, either permanent-
ly or for an indefinite period of time,
cease to be used only for the provillon
of public telecommunications services
(unless the Administrator determines,
based on a petition for such relief with
opportunity for filing oppositions by
interested members of the public, that
good cause exists to release the appli-
cant, grantee or other owner from this
obligation);

(3) Final action by the Federal Com-
munications Commission revoking a
construction permit required for a
project, denying an application for ex-
tension or a required modification of a
construction permit, denying an appli-
cation for construction permit, deny-
ing an application for a license to
cover construction" permit or revoking
a license; or

(4) Forfeiture of, a construction
permit required for a project for
which a grant has been approved.

(b) In the event that one or more of
the circumstances listed in Subsection
(a) occur, then the grantee shall,
except as provided in Subsection (c),
either relinquish title and control of
the facilities purchased with Federal
funds to the Administator or shall pay
to the United States the amount bear-
ing the same ratio to the then fair

market value of such apparatus, as the
amount of the Federal participation
bore to the cost of acquisition or in-
stallation of such apparatus.

(c) Where a grantee proposes to
cease using any of the eligible appara-
tus included in the project for public
telecommunications services that
grantee may file a petition with the
Administrator requesting release from
the obligation to make repayment to
the United States, and setting forth
with particularity the grounds and
reasons for the request. These peti-
tions will be granted by the Adminis-
trator only for good cause, and only if
the proposed cessation of use for
public telecommunications services
has not already taken place, unless the
petitioner demonstrates to the satis-
faction of the Administrator, that the
cessation was due to causes not under
the control of the petitioner. If the
Administrator denies the petition, the
grantee may, within 30 calendar days
from the date of receipt of notice of
the denial, file a petition for reconsid-
eration pursuant to § 2301.33.

(d) In any case where the Adminis-
trator has reason to believe that any
change in eligibility or use of public
telecommunications facilities (is de-
scribed in Subsection (a)), has already
taken place, the grantee will be noti-
fied promptly of the grounds and rea-
sons and requested to relinquish con-
trol or to make repayment to the
United States pursuant to Subsection
(b). The Administrator will seek to
reach agreement as to the amount and
method of settlement.

If agreement cannot be reached, the
Administrator will cause an action to
be brought in the United States Dis-
trict Court for the district in which
the public telecommunications facii-
ties are situated to determine the
amount of the re'payment, and will
take the necessary action to'secure re-
payment.

§ 2301.33 Petition for reconsideration.
(a)'A petition for reconsideration as

provided in §§ 2301.13 and 2301.32 and
must be filed with the Administrator
within 30 calendar days after the date
of receipt of the notice of the adverse
decision; must state specifically in
what respect the Administrator's
action is claimed to be unjust, unwar-
ranted or erroneous; must specifically
indicate the relief sought; and must be
accompanied by a written statement
on the question presented.

(b) The Administrator shall delegate
authority to review the petition for re-
consideration to a five member Grant
Appeals Board, comprised of the
Deputy Administrator, the Chief
Counsel, the Deputy Associate Admin-
Istrator of the Office of Policy Analy-
sis and Development, the Director of
the Office of International Affairs,
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the Director of the Office of Planning
and Policy Ooordination "or such other
high-ranking NTIA employees as the
Administrator may select; Provided,
That no member of the Board shall be
employed In the Office of Telecommu-
nications Applications. The Board
shall sit In panels of three members.

(c) The Board will notify each State
telecommunications agency, if any, in
any State, any part of which lies
within the area served by petJtioner's
programing, of the petition. Each such
agency shall be given an opportunity
to submit written comments on the pe-
tition.

(d) Interested persons other than a
State educational television, radio or
telecommunications agency referred to
In Subsection (c) of this section may
submit written comments on any peti-
tion for reconsideration filed under
this Section.

(e) The Board shall review the peti-
tion and any comments received pur-
suant to Subsections (c) and (d) and
make a written report, detailing the
basis of Its decision. A copy of the
report shall be mailed to the petition-
er and any agency or party that filed
comments. If the Board grants the pe-
tition, It shall concurrently direct the
staff to take appropriate action on the
application. The decision of the Board
shall constitute final NTIA action.

Subpart F--Control and Use of Faclities

§ 2301.34 Equipment.
(a) All equipment proposed to be

funded under this program shall be of
professional quality. An applicant pro-
posing to utilize non-broadcast tech-
nology shall propose -and purchase
equipment that is compatible with
broadcast equipment wherever the two
types of apparatus interface.

(b) Buildings to house eligible equip-
ment are not themselves eligible for
funding under this program; Provided,
That small equipment shelter which
are part of satellite earth stations,
translators, microwave interconnec-
tion facilities and similar facilities are
eligible for funding.

§2301.35 Items and costs ineligible for
Federal funding.

The following items and costs are in-
eligible for funding under the Act:

(a) Equipment and Supplies:
(1) Vehicles, including those in

which mobile equipment is mounted
or carried:

(2) Receiving Equipment (except as
required for monitoring or transmis-
sion: vertical Interval or subcarrier re-
ceivers and decoders; or satellite re-
ceivers);

(3) Equipment for motion picture or
still photography or processing;
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(4) Manual film or tape editing
equipment, film, recording tape, reels,
film or tape cleaning equipment;

(5) Scenery and props; art supplies
and equipment; .

(6) Sound installation devices, cyclo-
rama, wall fixtures, studio clocks, fur-
niture, and the like;

(7) Production devices such as
prompting systems, background pro-
jection systems, sound "effects, and the
like;

(8) Office equipment, printing and
duplication supplies;

(9) Maintenance equipment such as
hand and power tools, storage cabinets
and maintenance services;

(10) Air conditioning for control or
equipment rooms, studios, transmitter
buildings, mobile units and other oper-
ational rooms and offices (except that
the cost to provide ventilation of proj-
ect apparatus as is required by good
engineering practice is an eligible in-
stallation cost);

(11) Primary power supply regula-
tors and associated equipment;

(12) Expendable items, including
spare recording heads, spare lenses,
spare circuit components and other
kits normally considered spares except
for transmitters; and

(13) Such other equipment and sup-
plies as the Administrator may select.

(b) Other Expenses:
(1) Land and land improvements;
(2) Any portion of the salaries of

any personnel employed by an operat-
ing public telecommunications entity;

(3) Moving costs required by reloca-
tion; and

(4) Such other expenses as the Ad-
ministrator may select.

§ 2301.36 Control and use of facilities.
Any public telecommunications facil-

ities, funded in whole or in part under
the Act, shall remain under the con-
trol of the grantee and shall be used
only for the provision of public tele-
communications services.

§ 2301.37 Waiver.
. For good cause shown, the Adminis-

trator may" waive the regulations
adopted pursuant to Section 392(e) of
the Act.

[FR Doc. 79-7298 Filed 3-8-79; 8:45 an]
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Title 29-Labor

CHAPTER XIV-EQUAL EMPLOYMENT
OPPORTUNITY COMMISSION

PART, 1604-GUIDELINES ON DIS-
CRIMINATION BECAUSE OF SEX
UNDER TITLE VII OF THE
CIVIL RIGHTS ACT -OF 1964,
AS AMENDED

Adoption-of Interim Interpretive
Guidelines, Questions and Answers

AGENCY: Equal Emplobment Oppor-
tunity Commission.

.ACTION:' Interim Amendments to
Guidelines on Discrimination because
of Sex, and Addition of Questions and
Answers concerning the Pregnancy
Discrimination Act, Pub. L. 95-555, 92
Stat. 2076 (1978).
SUMMARY:. On October 31, 1978,
President Carter signed into lMw the
Pregnancy Discrimination Act, Pub. L.
95-555, 92 Stat. 2076, as an amend-
ment to Title VII of the Civil Rights
Act of 1964, as amended. The Act
makes clear that discrimination on the
basis of pregnancy, childbirth or relat-
ed medical conditions constitutes un-
lawful sex discrimination under Title
VII. The amendments to the Equal
Employment -Opportunity Commis-
sion's Guidelines on Discrimination
Because of Sex bring the Guidelines
into conformity with Pub. L. 95-555.
The accompanying questions and an-
swers respond to concerns raised by
the public about compliance with the
Pregnancy Discrimination Act.
EFFECTIVE DATE: March 9,1979,
ADDRESS: Written comments should
be addressed to Marie Wilson, Execu-
tive Officer, Executive Secretariat,
Equal Employment Opportunity Com-
mission, 2401 E Street, N.W., Washing-
ton, D.C. 20506.
FOR FURTHER INFORMATION
CONTACT:

Peter C. Robertson, Director, Office
of Policy Implementation, Room
4002A, Equal Employment Opportu-
nity Commission, 2401 E Street,
N.W., Washington, D.C. 20506, (202)
634-7060.

SUPPLEMENTARY INFORMATION:
The Pregnancy Discrimination Act,
makes clear that Title VII of the Civil
Rights Act of 1964, as amended, for-
bids discrimination on the basis of
pregnancy, childbirth and related
medical conditions. As reflected in the
Committee Reports (Senate Report
95-331, 95th Cong., 1st Session (1977)
and House of Representatives Report
95-948, 95th Cong. 2d Session (1978)),
Congress believed that the Equal Em-
ployment Opportunity Commission

RULES AND REGULATIONS

(EEOC or the Commission), in its
Guidelines on Discrimination Because
of-:Sex (29 CFR Part 1604, published
at 39 FR 6836, April 5, 1972) had
"rightly implemented the Title, VII
prohibition of sex discrimination in
the 1964 act." H.R. 95-948 at p. 2.

Contrary to the EEOC's Guidelines
and rulings by eighteen District
Courts and all seven Courts of Appeal
which faced the issue, in General Elec-
-tric Co. v. Gilbert, 429 U.S. 125 (1976),
the Supreme Court ruled that General
Electric's exclusion of pregnancy relat-

ed disabilities from its comprehensive
disability plan. did not violate Title
VII. The Supreme Court further indi-
cated that it believed, that the EEOC
Guidelines located at 29 CFR
§ 1604.10(b) incorrectly interpreted the
Congressional intent in the statute.

The Pregnancy Discrimination Act
reaffirms EEOC's Guidelines with but
minor modifications. -For that reason,
the Commission believes that only
slight modifications of its Guidelines
are necessary, and is now reissuing
them with those modifications.

The changes are the following:
§ 1604.10(a). After the word "preg-

nancy", the phrase "childbirth and re-
lated medical conditions" is added to
track the language of the Pregnancy
Discrimination Act.

§ 1604.10(b). This section is changed
to read as follows:

(b) Disabilitids caused or contributed
to by pregnancy, childbirth, or related
medical conditions, for all-job-related
purposes, shall be treated the same as
disabilities caused or contributed to by
other medical conditions, under any
health or disability, insurance or sick
leave plan available in connection with
employment. Written, or unwritten
employment policies and practices in-
volving matters such. as the com-
mencement and duration of leave, the
availability of extensions, the accrual
of seniority 'and other benefits and
privileges, reinstatement, and payment
under any health or disability insur-
ance or sick leave plan, formal or in-
formal, shall be applied' to disability
due to pregnancy, childbirth or related
medical conditions on the same terms
and conditions as they are applied to
other disabilities. "Health insurance
benefits for abortion, except where
the life of the mother would be endan-
gered if the fetus were carried to term
or where medical complications have
arisen from an abortion, are not re-
quired to be paid by an employer;
nothing herein, however, precludesan
employer from providing aboition
benefits or otherwise affects -bargain-
ing agreenents in regard to abortion."

The Pregnancy Discrimination Act
requires that persons affected by preg-
nancy, childbirth and related medical
conditions be treated the same as per-
sons affected by other disabilities. To

the extent that pregnancy-related con.
ditions cause long term or permanent
disabilities, employees affected by
such disabilities must be accorded the
same rights and benefits accorded to
other employees with long term or
permanent disabilities. For that
reason, the word 'temporary" Is de-
leted irom the subsection. The first
sentence Is modified to effect the dele-
tion of the word "temporary."

The word "abortion" is deleted from
the first sentence and a new sentence
is added to the subsection. These
changes are made to reflect the fact
that Congress did not require that
health insurance be provided for abor-
tions in all circumstances.

Finally, the phrase "pregnancy,
childbirth, or related medical condi-
tions" is used when appropriate to
track the language of the statute.

§ 1604.10(d) is added, as follows:
"Any fringe benefit program, or

fund, or insurance program which is Ir
effect on October 31, 1978, which does
not treat women affected by pregnan-
cy, childbirth, or related medical con-
ditions the same as other persons not
so affected but similar In their ability
or inability to work, must be in compli-
ance with the provisions of 1604.10(b)
by April 29, 1979. In order to come
into compliance with the provisions of
1604.10(b), there can be no reduction
of benefits or compensation which
were in effect on October 31, 1978,
before October 31, 1979 or the expira-
tion of a collective bargaining agree-
nient in effect on October 31, 1978,
whichever Is later.

"Any frihge benefit program imple-
mented after October 31, 1978, must
comply with the provisions of
1604.10(b) upon implementation,"

This addition is made to reflect the,
fact that Congress provided a grace
period of 180 days to allow the amend-
ment of fringe benefit programs In ex-
istence on October 31, 1978, and that
Congress further provided that nel-
ther benefits nor compensation could
be reduced in order to effect compli-
ance with the Act.

In addition, the Commission pub-
lishes herewith a list of questions and
answers concerning the Pregnancy
Discrimination Act. These respond to
urgent concerns raised by employees,
employers, unions and insurers who
have sought the Commission's guid.
ance in understanding their rights and
obligations under the Pregnancy Dis-
crimination Act.

Fringe benefit programs subject to
Title VII which existed on October 31,
1978, must be modified in accordance
with the Pregnancy Discrimination
Act no later than April 29, 1979. It is
the Commission's desire, therefore,
that all Interested parties be made
aware of EEOC's view of their rights
and obligations sufficiently In advance
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of April 29, 1979, so that they may be
in compliance by that date. For that
reason, the Commission has deter-
mined that the amendment to 29 CFR
§ 1604.10 and the Fluestions and an-
swers, which will be appended to 29
CFR Part 1604, are not subject to the
requirements of Executive Order
12044. See § 6(b)(6) of Executive Order
12044.

The Commission has, however, re-
ceived comments from interested
members of the public and will contin-
ue to accept and consider such com-
ments for a period of 30 days after
publication of the amendment to 29
CFR § 1604.10 and the attached ques-
tions and answers. In addition, in
accord with Executive Order 12067.
the Commission has solicited the views
of affected Federal agencies. If appro-
priate, the Commission will reconsider
the views expressed within. The Com-
mission wishes to emphasize that the
fact that the Commission may recon-
sider some of the views expressed
below will not in any way excuse fail-
ure to comply-with the Pregnancy Dis-
crimination Act by the statutory dead-
lines.

By virtue of the authority vested in
it by Section 713 of Title VII of the
Civil Rights Act, as amended, 42
U.S.C. §2000e-12, 78 Stat. 265, the
Equal Employment Opportunity Com-
mission hereby amends § 1604.10 and
adopts questions and answers concern-
ing the Pregnancy Discrimination Act,
Pub. L. 95-555, 92 Stat. 2076 (1978), as
an appendix to Part 1604 of Title 29 of
the Code of Federal Regulations as set
forth below. "-

Signed at Washington, D.C., this 6th
day of Mlarch 1979.

E. NoRToN,
Chair, Equal Employment

Opportunity Commission.

1. 29 CFR, § 1604.10 is amended to
read as follows:

§ 1604.10 Employment policies relating to
pregnancy and childbirth.

(a) A written or unwritten employ-
ment policy or practice which excludes
from employment applicants or em-
ployees because of pregnancy, child-
birth or related medical conditions is
in prima facie violation of Title VII.

(b) Disabilities caused, or contributed
to by pregnancy, childbiirth, or related
medical conditions, for all job-related
purposes, shall be treated the same as
disabilities caused or contributed to by
other medical conditions, under any
health or disability insurance or sick
leave plan available in connection with
employment. Written or unwritten
employment policies and practices in-
volving matters such as the com-
mencement and duration of leave, the
availability of extensions, the accrual
of seniority and other benefits and

-privileges, reinstatement, and payment
under any health or disability Insur-
ance or sick leave plan, formal or In-
formal, shall be applied to disability
due to pregnancy, childbirth or related
medical conditions on the same terms
and conditions as they are applied to
other disabilities. Health Insurance
benefits *for abortion, except where
the life of the mother would be endan-
gered if the fetus were carried to term
or where medical complications have
arisen from an abortion, are not re-
quired to be paid by an employer,
nothing herein, however, precludes an
employer from providing abortion
benefits or otherwise affects bargain-
ing agreements in regard to abortion.

(c) Where the termination of an em-
ployee who is temporarily disabled is
caused by an employment policy under
which insufficient or no leave Is avail-
able, such a termination violates the
Act if it has a disparate impact on em-
ployees of one sex and is not justified
by business necessity.

(d)(1) Any fringe benefit program, or
fund, or insurance program which is In
effect on October 31, 1978, which does
not treat women affected by pregnan-
cy, childbirth, or related medical con-
ditions the same as other persons not
so affected but similar In their ability
or inability to work, must be in compli-
ance with the provisions of
§ 1604.10(b) by April 29, 1979. In order
to come into compliance with the pro-
visions of 1604.10(b), there can be no
reduction of benefits or compensation
which were In effect on October 31.
1978, before October 31, 1979 or the
expiration of a collective bargaining
agreement in effect on October 31,
1978, whichever is later.

(2) Any fringe benefit program Im-
plemented after October 31, 1978,
must comply with the provisions of
1604.10(b) upon implementation.

2. The following questions and an-
swers, with an introduction, are added
to 29 CFR Part 1604 as an appendix:

APPE"DIX-QUEMONS ArD A" WE s On T HE
PrxazAc Discnam^ior; Acr, Pu. I
95-555. 92 SrAr. 2076 (1978)

INTRODUCrxON

On October 31. 1978. President Carter
signed into law the Pregnancy Discrimina-
tion Act (Pub. L. 95-955). The Act is an
amendment to Title VII of the Civil Rights
Act of 1964 which prohibits, among other
things, discrimination in employment on
the basis of sex. The Pregnancy Discrimina-
t ion Act makes It clear that "because of rex"
or "on the basis of sex", as used In Title VII.
includes "because of or on the basL of preg-
nancy, childbirth or related medical condi-
tions." Therefore. Title VII prohibits dis-
crimination in employment against women
affected by pregnancy or related conditions.

The basic principle of the Act Is that
women affected by pregnancy and related
conditions must be treated the same as
other applicants and employees on the basis
of their ability or Inability to work. A

woman is therefore protected against such
practices as being fired, or refused a Job or
promotion, merely because she Is pregnant,
or has had an abortion. She usually cannot
be forced to go on leave as long as she can
still work. If other employees who take dis-
ability leave are entitled to get their jobs
back when they are able to work again, so
are women who have been unable to work
because of pregnancy.

In the area of fringe benefits, such as dis-
ability benefits, sick leave and health insur-
ance, the same principle applies. A wo
unable to work for pregnancy-related rea-
sons is entitled to disability benefits or sick
leave on the same basis as employees unable
to work for other medical reasons. Also, any
health Insurance provided must cover ex-
penses for pregnancy-related conditions on
the s me basis as expenses for other medi-
cal conditions. However, health Insurance
for expnes arising from abortion Is not re-
quired except where the life of the mother
would be endangered If the fetus were car-
ried to term. or where medical complica-
tions have arisen from an abortion.

Some questions and answers about the
Pregnancy Discrimination Act follow. Al-
though the questions and answers often use
only the term "employer." the Act-and
theze questions and answers-apply also to
unions and other entities covered by Title
VIL

1. Q. What is the effective date of the
Pregnancy Dlscriminatlon Act?

A. The Act became effective on October
31. 1978, except that with respect to fringe
benefit progmms in effect on that date. the
Act will take effect 18D0 days thereafter, that
I% April 29.1979.

To the extent that Title VII already re-
quired employers to treat persons affected
by pregnancy-related conditions the same as
persons affected by other medical condl-
tLonr, the Act does not change employee
rights arising prior to October 31. 197J8. or
April 29, 19719. Most employment practices
relating to pregnancy, childbirth and relat-
ed conditions-whether concerning fringe
benefits or other practices-were already
controlled by Title VII prior to this Act. For
example, Title VII has always prohibited an
employer from firing, or refusing to hire or
promote, a woman because of pregnancy or
related conditions, and from falling to
accord a woman on pregnancy-related leave
the same seniority retention and accrual ac-
corded thome on other disability leaves.

2. Q. If an employer had a sick leave
policy In effect on October 31. 1978. by what
date must the employer bring Its policy into
compliance with the Act?

A. With respect to payment of benefit,, an
employer has until April 29. 1979. to bring
Into compliance any fringe benefit or insur-
ance program. Including a sick leave policy,
which was In effect on October 31. 1978.
However. any such policy or prozram cre-
ated after October 31. 1978, must be In com-
pliance when created.

With respect to all aspects of sick leave
policy other than payment of benefits, such
as the terms governing retention and accru-
al of senlority, credit for vacation, and re-
sumption of former Job on return from sick
leave, equality of treatment was required by
Title VII without the Amendment.

3. Q. Miust an employer provide benefits
for pregnancy-related conditiona to an em-
ployee whose pregnancy begins prior to
April 29. 1979. and continues beyond that
date?
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A. As of April 29, 1979, the effective date
of the Act's requirements, an employer
must provide the same benefits for pregnan-
cy-related conditions as it provides for other
conditions, regardless of when the pregnan-
cy began. Thus, disability benefits must be
paid for all absences on or after April 29,
1979, resulting from pregnancy-rilated tem-
porary disabilities to the same extent as
they are paid for absences resulting from
other temporary disabilities. For example, if
an employee gives birth before April 29,
1979, but is still unable to work on or after
that date, she is entitled to the same disabil-
ity benefits available to' other employees. Si-
milarily, medical insurance benefits must be
paid for pregnancy-related expenses -in-
curred on or after April 29, 1979.

If an employer requires an employee to be
employed for a predetermined period prior
to being eligible for insurance coverage, the
period prior to April 29, 1979, during which
a pregnant employee has been employed
must be credited toward the eligibility wait-
ng period on the same basis as for any
other employee.

As to any programs instituted for the first
time after October 31, 1978, coverage for
pregnancy-related conditions must be pro-
vided in the same manner as for other medi-
cal conditions. -

4. Q. Would the answer to the preceding
question be' the same if the employee
became pregnant prior to October 31, 1978?

A. Yes.
5. Q. If, for pregnancy-related reasons, an

employee is unable to perform the functions
of her job, does the employer have to pro-
vide her an alternative job?

A. An employer is required to treat an em-
ployee temporarily unable to perform the
functions of her job because of her pregnan-
cy-related condition In the same manner as
it treats other temporarily disabled employ-
ees, whether by providing modified tasks, al-
ternative assignments, disability leaves,
leaves without pay, etc. For example, a
woman's primary job function may be the
operation of a machine, and, incidental to
that function, she may carry materials to
and from the machine. If other employees
temporarily unable to lift are relieved of
these functions, pregnant employees also
unable to lift must be temporarily relfeved
of the function.

6. Q. What procedures may an employer
use to determine whether to place on leave
as unable to work a pregnant employee who
claims she is able to work or deny leave to a
pregnant employee who claims that she is
disabled from work?

A. An employer may not single out preg-
nancy-related -conditions for special proce-
dures for determining an employee's ability
to work. However, an employer may use any
procedure used to determine the ability of
all employees to work. For example, if an
employer requires its employees to submit a
doctor's statement concerning their inabil-
ity to work before granting leave or paying
sick benefits, the employer may require em-
ployees affected by pregnancy-related con-
ditions to submit such statement. Similarly,
if' an employer allows its -employees to
6btain doctor's statements from their per-
sonal physicians for absences due to other
disabilities or return dates from other dis-
abilities, it must accept doctor's statements.
from personal physicians for absences and
return dates connected with pregnancy-re-
lated disabilities.

7. Q. Can- an employer have a rule which
prohibits an employee from returning to
work for a predetermined length of time
after childbirth?

A. -No.
8. Q. If an employee has been absent from

work as a result of a pregnancy-related con-
dition and recovers, may her employer re-
quire lher to remain on leave until after her
baby is born?

A. No. An employee must be permitted to
work at all times during pregnancy when
she is able to perform her Job.

9. Q. Must an employer hold open the job
of an employee who is absent on leave be-
cause she is temporarily disabled by preg-
nancy-related conditions?

A. Unless the employee on. leave has in-
fohned the employer that she does not
intend to return to work, her Job must be
held open'foi her return on the same basis
as jobs are held open for employees on sick
or disability leave for other reasons.

10. Q. May an employer's policy concern-
ing the accrual and crediting of seniority
during absences for medical conditions be
different for employees affected by 'preg-
nancy-related conditions than for other em-
ployees?

A. No. An employer's seniority policy must
be the same for employees absent for preg-
nancy-related reasons as for those absent
for other medical reasons.

11. Q. For purposes of calculating such
matters as vacations and pay increases, may
an employer credit time spent on leave for
pregnancy-related reasons differently than
time spent on leave for other reasons?

A. No. An employer's policy with respect
to crediting time for the purpose of calculat-
Ing such matters as vacations and pay in-
creases cannot treat employees on leave for
pregnancy-related reasons less favorably
than employees on leave for qther reasons.
For example, if employees on. leave for
medical reasons are credited with the time
spent on leave when computing entitlement
to vacation or pay raises, an employee on
leave for pregnancy-related disability is en-
titled to the same kind of time credit.

12. Q. 'Must an employer hire a woman
who is medically unable, because of a preg-
nancy-related condition, to perform a neces-
sary function of a job?

A. An employer cannot refuse to hire a
women because of her pregnancy'related
condition so long as she is able to perform
'the major functions necessary to the Job.
Nor can an employer refuse to hire her be-
,cause of its preferences against pregnant
workers or the preferences of co-workers,
clients, or customers,

13. Q. May an employer limit disability
benefits for pregnancy-related conditions to
married employees? ,

A. No.
14. Q. If an employer has an all female

workforce or job classification, must bene-
fits be provided for pregnancy-related condi-
tions?

A. Yes. If benefits are pr6vided for other
conditions, they must also be provided for
pregnancy-related conditions.

15. Q. For what length of time must an
employer who provides income maintenance
benefits for temporary disabilities provide
such benefits for pregnancy-related disabil-
ities?

A. Benefits should be provided for as long
as the employee is unable to work for medi-
cal reasons unless some other-limitation is
set for all other temporary disabilities, in

which case pregnancy-related disabilities
should be treated the same as other tempo.
rary disabilities.
. 16, Q. Must an employer who provides

benefits for long-term or permanent disabil.
ities provide such benefits for pregnancy-re-
lated conditions?

A. Yes. Benefits for long-term or permi,
nent disabilities resulting from pregnancy.
related conditions must be provided to the
same extent that such benefits are provided
for other conditions which result in long.
term or permanent disability.

17. Q. If an employer provides benefits to
.employees on leave, such as Installment pur-
chase disability insurance, payment of pre-
miums for health, life or other insurance,
continued paymehts into pension, saving or
profit sharing plans, must the same benefits
be provided for those on leave for pregnan-
cy-related conditions?

A. Yes, the employer must provide the
same benefits for those on leave for preg-
nancy-related conditions as for those on
leave for other reasons.

18. Q. Can an employee who Is absent duo
to a pregnancy-related disability be required
to exhaust vacation benefits before rccelv-
ing sick leave pay or disability benefits?

A. No. If employees who are absent be-
cause of other disabling causes receive sick
leave pay or disability benefits without any
requirement that they first exhaust vaca.
tion benefits, the employer cannot impose
this requirement on an employee absent for
a pregnancy-related cause.

19. Q. If itate law requires an employer to
provide disability insurance for a specified
period before and after childbirth, does
compliance with the state law fulfill the em-
ployer's obligation under the Prgnanwy
Discrimination Act?

A. Not necessarily. It is an employer's obl-
gation to treat employees temporarily dl.-
abled by pregnancy in the same manner as
employees affected by other temporary dis-
abilities. Therefore, any restrictions in-
posed by state law on benefits for pregnan-
cy-related disabilities, but not for other dis-
abilities, do not excuse the employer from
treating the individuals in both groups of
employees the same. If, for example, a state
law requires an employer to pay a maximum
of 26 weeks benefits for disabilities other
than pregnancy-related ones but only six
weeks for pregnancy-related disabilities, the
employer must provide benefits for the ad-
ditional weeks to an employee disabled by
pregnancy-related conditions, up to the
maximum provided other disabled employ.
ees.

20. Q. If a State or local government pro-
vides its own employees income mainte-
nance benefits for disabilities, may It pro-
vide different benefits for disabilities arising
from pregnancy-related conditions than for
disabilities arising from other conditions?

A. No. State and local governments, as em-
ployers, are subject to the Pregnancy DlIs.
crimination Act in the same way as private
employers and must bring their employ.
ment practices and programs into compli-
ance with the Act, including disability and
health Insurance programs.

21. Q. Must an employer provide health
insurance coverage for the medical expenses
of pregnancy-related conditions of the
spouses of male employees? Of the depend-
ents of all employees?

A. Where an employer provides no coveik-
age for dependents, the employer Is not re-
quired to institute such coverage. However,
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if an employer's insurance program covers
the medical expenses of spouses of female
employees, then it must equally cover the
medical expenses of spouses of male em-
ployees, including those arising from preg-
nancy-related conditions.

But the insurance does not have to cover
,the pregnancy-related conditions of other
dependents as long as it excludes the preg-
-nancy-related conditions of the dependents
of male and female employees equally.

22. Q. Where an employer provides Its em-
ployees a choice among several health insur-
ance plans, must coverage for pregnancy-re-
lated conditions be offered in all of the
plans?

A. Yes. Each of the plans must cover preg-
nancy-related conditions. For example, an
employee with a single coverage policy
cannot be forced to purchase a more expen-
sive family coverage policy in order to re-
ceive coverage for her own pregnancy-relat-
ed condition.

23. Q. On what basis should an employee
be reimbursed for medical expenses arising
from pregnancy, childbirth or related condi-
tions?

A. Pregnancy-related expenses should be
reimbursed in the same manner as are ex-
penses incurred for other medical condi-
tions. Therefore, whether a plan reimburses
the employees on a fixed basis, or a percent-
age of reasonable and customary charge
basi., the same basis should be used for re-
imbursement of expenses incurred for preg-
nancy-related conditions. Furthermore, if
medical costs for pregnancy-related condi-
tions increase, reevaluation of the reim-
bursement level should be conducted in the
same manner as are cost reevaluations of In-
creases for other medical conditions.

Coverage provided by a health insurance
program for other conditions must be pro-
vided for pregnancy-related conditions. For
example, if a plan provides major medical
coverage, pregnancy-related conditions must
be so covered. Similarily, if a plan covers the
cost of a private room for other conditions,
the plan must cover the cost of a private
room for pregnancy-related conditions. Fi-
nally, where a health insurance plan covers
office visits to physicians, pre-natal and
post-natal visits must be included in such
coverage.

24. Q. May an employer limit payment of
costs for pregnancy-related medical condi-
tions to a specified dollar amount set forth
in an insurance policy, collective bargaining
agreement or other statement of benefits to
which an employee is entitled?

A. The amounts payable for the costs In-
curred for pregnancy-related conditions can
be limited only to the same extent as are
costs for other conditions. Maximum recov-
erable dollar amounts may be specified for

pregnancy-related conditions If such
amounts are similarly specified for other
conditions, and so long as the specifled'
amounts in all Instances cover the same pro-
portion of actual costs. If. in addition to the
scheduled amount for other procedures, ad-
ditional costs are paid for, either directly or
indirectly, by the employer, such additional
payments must also be paid for pregnancy-
relate procedures.

25. Q. May an employer Impose a different
deductible for payment of costs for preg-
nancy-related medical conditions than for
costs of other medical conditions?

A. No. Neither an additional deductible,
an increase in the usual deductible, nor a
larger deductible can be imposed for cover-
age for pregnancy-related medical costs
whether as a condition for Inclusion of preg-
nancy-related costs In the policy or for pay-
ment of the costs when Incurred. Thus. If
pregnancy-related costs are the first In-
curred under the policy, the employee Is re-
quired to pay only the same deductible as
would otherwise be required had other
medical costs been the first Incurred. Once
this deductible has been pald, no additional
deductible can be required for other medical
procedures. If the usual deductible has al-
ready been paid for other medical proce-
dures, no additional deductible can be re-
quired when pregnancy-related costs are
later incurred.

26. ,Q. If a health insurance plan excludes
the payment of benefits for any conditions
existing at the time the Insured's coverage
becomes effective (pre-existing condition
clause), can benefits be denied for medical
costs arising from a pregnancy existing at
the time the coverage became effective?

A. Yes. However, such benefits cannot be
denied unless the pre-existing condition
clause also excludes benefits for other pre-
existing conditions In the same way.

27. Q, Can the added cost of bringing
benefit plans Into compliance with the Act
be apportioned between the employer and
employee?

A. The added cost, if any, can be appor-
tioned between the employer and employee
In the same proportion that the cost of the
fringe benefit plan was apportioned on Oc-
tober 31. 1978, if that apportionment was
nondiscriminatory. If the costs were not ap-
portioned on October 31. 1978, they may not
be apportioned in order to come into compli-
ance with the Act. However, In no circum-
stance may male or female employeesbe re-
quired to pay unequal apportionments on
the basis of sex or pregnancy.

28. Q. In order to come into compliance
with the Act. may an employer reduce bene-
fits or compensation?

A. In order to come Into compliance with
the Act, benefits or compensation which an

employer Was paying on October 31, 1978
cannot be reduced before October 31, 1979
or before the expiration of a collective bar-
gaining agreement in effect on October 31,
1978. whichever is later.

Where an employer has not been in com-
pllance'with the Act by the times specified
in the Act, and attempts to reduce benefits.
or compensation, the employer may be re-
quired to remedy Its practices in accord with
ordinary Title VII remedial principles.

29. Q. Can an employer self-insure bene-
fits for pregnancy-related conditions if it
does not self-insure benefits for other medi-
cal conditions?

A. Yes, so long as the benefits are the
same. In measuring whether benefits are
the same, factors other than the dollar cov-
erage paid should be considered. Such fac-
tors include the range of choice of physi-
clans and hospitals, and the processing and
promptness of payment of claims.

30. Q. Can an employer discharge, refuse
to hire or otherwise discriminate against a
woman because she has had an abortion?

A. No. An employer cannot discriminate in
Its employment practices against a woman
who has had an abortion.

31. Q. Is an employer required to provide
fringe benefits for abortions if fringe bene-
fits are provided for other medical condi-
tions?

A. All fringe benefits other than health
insurance, such as sick leave, which are pro-
vided for other medical conditions, must be
provided for abortions. Health insurance.
however, need be provided for abortions
only where the life of the woman would be
endangered if the fetus were carried to term
or where medical complications arise from
an abortion.

32. Q. If complications arise during the
course of an abortion, as for instance exces-
sive hemorrhaging, must an employer's
health insurance plan cover the additional
cost due to the complications of the abor-
tion?

A. Yes. The plan Is required to pay those
additional costs attributable to the compli-
cations of the abortion. However, the em-
ployer is not required to pay for the abor-
tion Itself, except where the life of the
mother would be endangered if the fetus
were carried to term.

33. Q. May an employer elect to provide
Insurance coverage for abortions?

A. Yes. The Act specifically provides that -

an employer Is not precluded from providing
benefits for abortions whether directly or
through a collective bargaining agreement.
but if an employer decides to cover the costs
of abortion, the employer must do so in the
same manner and to the same degree as it
covers other medical conditions,

I1FR Dec. 79-7232 Filed 3-8-79; 8:45 am]
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[4110-03-M]
DEPARTMENT OF HEALTH,

EDUCATION, AND WELFARE

Food and Drug Administration

[21 CFR PART 8701

[Docket No. 78N-14061

CLASSIFICATION OF CARDIOVASCULAR
DEVICES

Development of General Provisions

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposeil rule.
SUMMARY: The Agency is proposing
general rules applicable to the classifi-
cation of. all cardiovascular devices.
The Medical Device Amendments of
1976 require the Food and Drug Ad-
ministration (FDA) to classify all
medical devices intended for human
use into three categories: class I, gen-
eral controls; class II, performance
standards; and class III, premarket ap-
proval. In the preamble to this propos-
al, FDA describes the development of
the proposed regulations classifying
individual cardiovascular devices,
which are being published elsewhere
in this issue of the FEDERAL REGISTER.
The preambld also describes the activi-
ties of the Cardiovascular Device Clas-
sification Panel, an FDA advisory com-
mittee, that makes recommendations
to FDA concerning the classification
of cardiovascular devices.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation-
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm- 4-
65,'5600 Fishers Lane, Rockville, Md.
20857.

FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices .(HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, Md. 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION

DEvxcE CLASSIFICATION SYSTEM

The Medical Device Amendments of
1976 (Pub. L. -94-295, hereinafter
called the amendments) establish a
comprehensive system.for the regula-
tion of medical devices intended for
human use. One provision of the
amendments, section 513 of the Feder-
al Food, Drug, and Cosmetic Act (the
act) (21 U.S.C. 360c), establishes three
categories (classes) of- devices, depend-

PROPOSED RULES

Ing on the regulatory controls needed
to provide reasonable assurance of
their safety and effectiveness. The
three categories are as follows:

Class I, general controls;
Class II, performance standards; and
Class III, premarket approval.
Most devices are not classified under

ection 513 of the act until after FDA
has (1) received a recommendation
from a device classification panel (an
FDA advisory committee); (2) pub-
lished the Panel's recommendation for
comment, along witha, proposed regu-
lation classifying the device; and (3)
published a final regulation classifying
the device. These steps must precede
the classification of any device that
was in commercial distribution before
May a8, 1976 (the~date of enactment
of the amendments) and that was not
previously regarded by FDA as a new
drug under section 505 of the act (21
U.S.C. 355). A device that is first of-
fered for commercial distribution after
May 28, 1976, and that is substantially
equivalent to a device classified under
this scheme, is classified in the same
class as the device to which it is sub-
stantially equivalent.

A device that FDA previously re-
garded as a new drug, or a newly of-
fered device that is not substantially
equivalent to a device that was in com-
mercial distribution before the amend-
ments, is classified by statute into
class I. These two types of devices
are classified into class III without any
FDA rulemaking proceedings. The
agency determines whether new de-
vices 'are substantially equivalent to
previously offered devices by means of
the premarket notification procedure'
in section 510(k) of the act (21 U.S.C.
360(k)) and Part 807 of the regulations
(21 CFR Part 807).

RELATED REGULATIONS

In the FEDERAL REGISTER of July 28,
1978 (43 FR 32988), The Commissioner
issued final regulations describing the
procedures for classifying devices in-
tended for human use. These regula-
tions,-which were proposed in the FzD-
ERAL REGISTER of September 13, 1977
(42 FR 46028), supplement the agen-
cy's regulations in Part 14 (21 CFR
Part 14) governing the use of advisoiy
committees. The agency also issued in-
terim device classification procedures
in a notice published in the FE;DERAL
REGISTER of May 19, 1975 (40 FR
21848).

AcTIvITIEs OF PANEL
Anticipating enactment of the

amendments, FDA established several
advisory committees to make prelimi-
nary recommendations on device clas-
sification. The Cardiovascular Device
Classification Panel (the Panel) was
originally chartered on October 15,
1974, as the Panel on Review of Car-

diovascular Devices. The FDA placed a
report of the Panel's tentative classifi-
cation recommendations on file with
the office "of the Hearing Clerk (HFA-
305), Food and Drug Administration,
and announced the availability of the
report to the public by notice pub-
lished in the FEDERAL REGISTER of Sep-
tember 9, 1975 (40 FR 41829). On
August 9, 1976, the Panel and other
preamendments device classification
panels were rechartered to reflect
their new responsibilities under the
amendments. The agency directed
each panel to reconsider Its preamend-
ments classification recommendations
in light of the new requirements. In,
1976 and 1977, the Panel reviewed all
devices that FDA had referred to it to
make certain that its recommenda-
tions were in accord with the amend-
ments.

Throughout the Panel's delibera-
tions, interested persons were given an
opportunity -to present their views,
data, and other information concern-
ing the classification of cardiovascular
devices. The Panel also invited experts
to testify and sought information on
many devices from the published lit-
erature.

In October 1977, the Panel submit-
ted to FDA a preliminary report of its
recommendations. The report included
a roster of current and former Panel
members and consultants and listed all
meeting dates. The agency placed a
copy of the report in the office of the
Hearing Clerk (HFA-305), Food and
Drug Administration, and announced
Its availability to the public by notice
published in the FEDERAL REGISTE of
November 29, 1977 (42 FR 60792). At
subsequent meetings, the Panel
changed Its previous recommendations
concerning the classification of several
devices. Summary minutes of these
meetings have been placed in the
office of the Hearing Clerk, Food and
Drug Administration. Also available in
the office of the Hearing Clerk are
summary minutes form all other Panel
meetings, verbatim transcripts of
meetings held after May 28, 1976 (the
date of enactment of the amend-
ments), and all references cited in indi.
vidual cardiovascular device proposed
classification regulations. Interested
persons may review, these documents.
in the, office of the, Hearing Clerk
(HFA-305), Food and Drug Adminis-
tration, Rm. 4-60, 5600 Fishers Lane,
Rockville, Md. 20857, between 9 a.m.
and 4 p.m., Monday through Friday.

LIST OF CARm)OVAscULAn DEvicEs

In 1972 FDA surveyed device manu-
facturers to Identify the devices for
which classification regulations would
be needed. Following this survey, FDA
developed a list of cardiovascular do-
vices. The Panel supplemented the list
utilizing its members' knowledgo of
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cardiovascular devices in use. Devices
that were solely for experimental or
investigational use or that were not
generally available were not usually
included. Although the Panel recom-
mended that artificial hearts be classi-
fied into class III, none were commer-
cially.available at the time the law was
enacted, and therefore artificial hearts
have not been included in the list of
cardiovascular devices, and no regula-
tion is being proposed for them. The
Panel recommended that pacemaker
batteries be classified as a distinct
device into class II. However, FDA be-
lieves that, because they are compo-
nents of pacemaker pulse generators,
the batteries should be regulated as a
part of the pulse generators. There-
fore, pacemaker batteries have been
deleted 'from the list, and no regula-
tion is proposed for them. Additional
cardiovascular devices, which are not
included in this list and which were
commercially available before May 28,
1976, will be added to the list as neces-
sary.

FDA is proposing to establish a new
Part- 870 in Title 21 of the Code of
Federal Regulations. Part 870 will con-
sist of sections identifying each cardio-
vascular device with a brief narrative
description and stating -the classifica-
tion of that device. A list of the cardio-
vascular devices appears elsewhere in
this preamble.

INDIvDuAL CARriovAscuLAR DEVIcE
CLASSIFICATION REGULATIONS

Elsewhere in this issue of the FmDr-
AL REGISTR, FDA is issuing 142 indi-
vidual proposed regulations to classify
each cardiovascular device. FDA is
proposing to classify 2 cardiovascular
devices into class I (general controls).
114 cardiovascular devices into class II
(performance standards) and 26 car-
diovascular devices into class I (pre-
market approval). The Commissioner
also is publishing the recommenda-
tions of the Panel regarding these de-
vices, as required by section 513(c)(2)
and (d)(1) of the act (21 U.S.C.
360c(c)(2) and (d)(1)).

PUBLISHED PANEL RECOmZnENDATIONS

Each published Panel recommenda-
tion concerning a cardiovascular
device includes the information de-
scribed below.

1. Indentification. Both the Panel
recommendation and the proposed
FDA classification regulation include a
brief narrative identification of the
device. The identification statement is
necessarily broad because it applies to
a category or type of device rather
than to a specific device. As explained
in proposed § 870.1, any manufacturer
of a newly offered device who files
premarket notification submission
under section 510(k) of the act and
Part 807 of the regulations cannot

show merely that the device is accu-
rately described by the section title
and identification provisions of a clas-
sification regulation. Although a new
device may be described accurately by
the title and identificationin a classifi-
cation regulation, it is nevertheless in
class III under section 513(f) of the act
if it is not substantially equivalent to a
preamendment device (or to a posta-
mendment device that has already
been reclassified from class I into
class I or class II). It is not practical
for FDA to publish an Identification of
each type of device that Is so detailed
as to anticipate every product feature
that may be relevant in determining
whether a new device is substantially
equivalent to previous devices classi-
fied by the regulation. The Commis-
sioner believes that this problem was
recognized in, and addressed by, the
premarket notification procedures in
section 510(k) of the act. Accordingly,
any manufacturer who submits a pre-
market notification submission should
state why the, manufacturer believes
the device is substantially equivalent
to other devices in commercial distri-
bution, as required by §807.87 (21
CFR 807.87), and whether the device
is described in a classification regula-
tion.

2. Recommended classification. Each
Panel's recommendation describes
whether the device Is recommended
for classification into class I (general
controls), class II (performance stand-
ards), or class III (premarket approv-
al).

For each device recommended for
classification into class I. the Panel
considered whether the device should
be exempt from any requirements
under certain sections of the act: sec-
tion 510 (21 U.S.C. 360, registration),
section 519 (21 U.S.C. 3601, records and
reports), and section 520(f) (21 U.S.C.
360J(f), good manufacturing practice
requirements). The Panel did not rec-
ommend any exemptions for devices
for which the Panel recommended
classification into class L Manufactur-
ers and other interested persons may
submit comments on the appropriate-
ness of exempting manufacturers of
particular class I devices from one or
more of the requirements under sec-
tions 510, 519, and 520(f) of the act.
These comments should be supported
by data and views showing that the
application of these requirements to
manufacturers of a device Is not neces-
sary to assure that the device is safe
and effective and in compliance with
the act, and that, despite the exemp-
tion, FDA-will be able td discharge its
regulatory responsibilities under the
act.

A Panel recommendation that a
device be classified into class II in-
eludes the Panel's recommended prior-
ity ("high," "medium," or "low") for

establishing a performance standard
for the device. Similarly, each Panel
recommendatidn that a device be clas-
sified into class III includes the
Panel's recommended priority ("high,"
"medium," or "low") for application of
premarket approval requirements to
that device. As explained below in the
section of this notice concerning "pri-
orities for Class II and III Devices,"
the Commissioner is not, however, pro-
posing the establishment of agency
priorities at this time.

3. Summary of reasons for recom-
mendation. The summary of reasons
for the Panel's recommendation ex-
plains why the Panel believes that a
particular device meets- the statutory
criteria .for classification into class I,
II. or L.

Except in those instances in which
DA's classification proposal differs

from the Panel's recommendation, the
Commissioner is adopting the Panel's
summary of reasons as the agency's
statement of the reasons for issuing
the regulations, as required by section
517(f) of the act (21 U.S.C. 360g(f)).

The summary of reasons for a rec-
ommendation Identifies any device
that is an implant or a life-supporting
or life-sustaining device. The summary
of reasons for any implant or life-sup-
porting or life-sustaining device that is
not recommended for classificatiori
into class III also explains why the
Panel determined that classification of
the device into class LU Is not neces-
sary to provide reasonable assurance
of Its safety and effectiveness. The
agency provides a similar explanation
in the "Proposed Classification" sec
tion of the preamble to any proposal
to cLassify an implant or a life-sup-
porting or llfq-sustaining device into a
class other than class IIL

4. Summary of data on which the
recommendation is based. In many
cases, the Panel based Its recommen-
dations on the Panelmembers' person-
al knowledge of, and familiarity with,
the devices under review. The Panel
particularly relied upon clinical expe-
rience and judgment when considering
a simple device that had been used ex- -
tensively and was accepted widely
before the amendments were enacted.
The legislative history of the amend-
ments makes clear that the term
"data" has a special meaning in sec-
tion 513(a)(2) of the act, which re-
quires that a Panel recommendation
summarize the data upon which a rec-
ommendation is based. As used in that
section, "data" refers not only to the
results of scientific experiments, but
also to less formal evidence, other sci-
entific information, or judgments of
experts (House Committee on Inter-
state and Foreign Commerce, Medical
Device Amendments of 1976, EL Rep.
No. 94-853. 94th Congress, 2d Session
40 (1976)). The Commissioner has de-
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termined that 'clinical experience and
judgment constitute valid scientific
evidence for classifying certain de-
vices.

In many cases, FDA sought more
data and information concerning the
classification of a device than were
cited by the Panel. References to
these data and information are found
in the "Proposed Classification" sec-
tion of the preambles to individual
cardiovascular device 'regulations. The
Commissioner is adopting as the agen-
cy's statement of the basis for issuing
the regulation under section 517(f) of
the act, the Panel's summary- of the
data on which a recommendation to
classify' a device is based, together
with any additional data and informa-
tion cited in the preamble to the pro-
posed classification regulation.

5. Risks to health. In identifying the
risks to health presented by cardiovas-
cular devices, the Panel recognized
that few devices are completely free of
risk. The Panel listed the risks it con-
sidered most significant, especially
those that are unique to the individual
device. Among the more frequently
identified risks, the Panel listed

- thromboembolism, gaseous or particu-
late embolism, cardiac arrhythmias or
electrical shock, cardiac perforation
and vessel dissection, tissue or blood
damage, and misdiagnosis. All "cardio-
vascular devices that have a- direct in-
terface with the blood have the poten-
tial of causing embolisms, obstructions
or occlusions of a blood vessel by an
air bubble (gas embolism), detached
blood clot (thromboembolism) or
other foreign body (particulate embo-
lism). Many electrically operated de-
vices can cause cardiac arrhythmias
(disturbances of the normal rhythm of
the 'heart) or electrical shock to, the
physician, leading to iatrogenic (physi-
cian induced) complications in the pa-
tient, The Panel stated that most de-
vices used in cardiac catheterization
can cause perforation of the heart
inuscle or can dissect the vessels in
which the device' is inserted. Tissue
and blood damage caused by a cardio-
vascular device may result from me-
chanical trauma, emission of excessive
energy by the device, incompatibility
of materials with the blood or tissue,
or electrical aiid thermal burihs. The
Panel recognizes that infection is a
hatard posed by any device which is
required to be sterile, especially im-
planted devices. Yet, in many cases,
the s.Panel did' not list infection as a
risk because It believes that assurance

of sterility is addressed by general con-
trols. Finally, the Panel recognizes
that any device used to diagnose a pa-
tient's condition can generate inaccu-
rate diagnostic data, which may lead
to a misdiagnosis' and inappropriate
therapy and, hence, may pose a sig.
nificant risk to the patient's health.
Accordingly, this risk is noted in each
of the documents for diagnostic de-
vices.

Because the classification recom-
mendations and FDA regulations may
not identify all risks to health present-
ed by cardiovascular devices, future
regulations establishing performance
standards under section 514 of the act
(21 U.S.C. 360d) or requiring premar-
ket approval under section 515(b) of
the act (21 U.S.C. 360e(b)) may identi-
fy additional risks to health to be ad-
dressed by FDA requirements.

PROPOSED CLASSIFrCATION

Each proposed regulation to classify
a cardiovascular device states whether
FDA agrees with the Panel's recom-
mendation, describes the agency's pro-
posed classification of the device, and
proposes a new section in Part 870 in
which the device blassification will be
codified.

FDA cautions that the final classifi-
cation of a device may differ from the
proposal. Factors that may cause such
a change include comments, the agen-
cy's reconsideration of existing data
and information, and the agency's con-
sideration of new data and informa-
tion.

PRIOrITiES FOR CLASS I ATID CLASS III
DEVICES

For a device that the Panel recom-
mends classification into class II or
,class III, section 513(c)(2)(A) of the
act requires that the Panel recommen-
dation Include, to the extent practica-
ble, a recommendation for the assign-
ment of a priority for application to
the, device of performance standards
or premarket approval requirements.
In developing its advice concerning
priorities ("high," "medium," or

-"low") of devices recommended for
classification into class II or class III,
the Panel compared the device with
other cardiovascular devices, based on
information availabale to the Panel
members concerning the relative im-
portance of use of the device and the
relative risks presented by the device.
The Panel recommended assignment
of a "high priority" only to those class
II or class III devices that the Panel

believed should receive the agency's
immediate attention.

The Commissioner Is not proposing
at this time to establish priorities for
development of , performance stand-
ards for class II devices or application
of premarket approval requirements
to class III devices. Section 513(d)(3)
of the act authorizes, but does not re-
quire, establishment of these prior-
ities. At a later date, however, the
Commissioner will establish priorities
for the development of standards for
class II devices and the application of
premarket approval requirements to
class III devices. These priorities will
be based on the classification panel's
recommendations, available resources,
and other relevant factors, The agen-
cy's priorities will be reflected In the
agency's annual budget request and
other publicly available documents
and may be published In the FEDERAL
REGISTER.

The agency intends to proceed as
quickly as the statute and classifica-
tion panel resources permit to require
premarket approval of devices classi-
fied into class III. There are two fac-
tors affecting the length of time neces-
sary before FDA requires submission
of premarket approval applications for
any particular device that Is classified
by an FDA regulation Into class III:
the number, of devices revlewved by a
panel and the priority of a particular
device in relation to other class III de-
vices considered by a classification
panel. For example, where FDA classi-
fies into class III- only a few devices
within a Panel's specialty area, FDA
may at the same time also publish reg-
ulations under section 515(b) of the
act requiring premarket approval for
many of the class III devices consid-
ered by the Panel, regardless of
whether of a high or a low priority.
Where practical, FDA will publish
these section 515(b) regulations during
the grace period'(30 months) following
classification during which a device
classified into class III by FDA regula-
tion may lawfully remain on the
market without a premkrket approval
application. The grace period is pro-
-vided for in section 501(f) of the act
(21 U.S.C. 351(f)).

LIST OF CARDIovAscuLAn DEvxcEs

The following Is a list of the cardio-
vascular devices that FDA is proposing
to classify, the section in the Code of
Federal Regulatlohs under which the
regulation classifying the device will
be codified, the docket number of the
proposed classification regulation, and
the proposed classification of each
device.
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Subpart 5-.Cardovozcular Dagn.ostlc Dtvkts

Section Derice Docket No. Cln

870.1025 Arrhythmia detector and larm_ 7SN-1407 I
870.1100 . Blood pressure nlrm... 7SN-1403 H
870.1110 B,,. . lood pressure computer 71N-1409 1U
870.1120 --- ..- - -- B.......Bood pressure cuff 7&V-1410 U1
870.1130 Nonlnvasire blood pressure measurement sstem 78N-1411 U
870.1140 ..- ."Venous blood pressure manomeLer 7 8N-1412 H
870.1200. Diagnostic Intraascular catheter___________________ 78N-1413 U
870.1210- Continuous flush catheter '7U.-1414 U1
870.1220 . . . . Electrode recording catheter and electrode recording probe. .... . 78.-1415 Ua
870.1230_ Fiberoptc oximcter catheter 78N-1416 U1
870.1240 . . ..... Flow-dlrected catheter 7811-1417 U
870.1250_Percutaneous catheter "U-1418 U1
870.1260 pH catheter probe =8N-1419 1U
870.1270 Intracavitary phono catheter system 781 -1420 U1
870.1280 ... . . . Steerable catheter 781-1421 U
870.1290 ........... Steerable catheter control system 78N-1422 n870.1300 .. ..... Catheter carmni . . . . '71-1423 n
870.1310 . Vessel dilator for percutaneous catheterisaion 78Z-1424 H
870.1320 .. -..... Catheter guide holder 781.-1425 I
870.1330. ......... Catheter guide wire 78N-1426 H
870.1340 Catheter percutaneous Introducer 781-1427 U1
870.1350 Catheter ballon repair kit 'SIT-142a 1I
870.1360 - Trace sncrosphere 7CN-1429 HI
870.1370 ............ Catheter tip occluder 781-1430 31
870.1380. __....... Catheter stylet 711N-1431 If
870.1390 _.r 78N-1432 Ur
870.1425 _ Programmable diagnostic computer 7&U-1433 1
870.1435 Single-function. preprogrammed diaGnostc computer 7 1-1434 U1
870.1450 ............... Densitometer 7&-1435 Ul
870.1650 . Anglographle Injector and syringe 7 11-143G U1
870.1660. Indicator Injector 7121-1437 U
870.1670.. .. . ... Syringe actuator for Ljecto 711 -143a U.
870.1750 .... ... External programmable pacemaker pulse generator 71N-1439 i
870.1800 _. Wlthdrawal.lnfusion pump OUT-1440 U
870.1875 - -....- - Stethoscope 7811-1441 11
870.1915 . Thermodilutton probe 781-1442 U1

Subpart C-Cardlovascur Man1i sing Devices

S70.2050 131opotential amplifier and signal condlUoner 7811-1443 1
870.2060 . Transducer signal amplifier and signal condltoner 7 -1444 U
870.2100 . - ---....... Cardor-ascular blood owmete-.r___ _____.... 7W,.-1445 U
870.2120 .. .-....... . ....... Extravascular blood flow probe 7.'-1446 II
870.2300 . Cardiac monitor (includlngcardiotachometer and rate alarm) 78N-1447 U
870.2310 .......... Apex cardiograph (vibrocardiograph) 7811-1448 U
870.2320 . .... ......... Ballistocardiogrnph 70N-1449 U
870.2330 - - .---..... Echocardlograph 7=-1450 U
870.2340 l.................... lectrocardiograph 7M;-1451 I
870.2350 E Electrocardiograph lead switching adapter 7811-1452 31
870.2360 --Electrocardiograph electrode 781N-1453 UT
870.2370 ........... Electrocardlographsurface electrode tester 7011-1454 U 1
870.2380 ............ Electrocardiograph conducting media 711-1455 1r
870.2390 .. .............. Phonccardlograph 7811-1456 U
870.2400 . ....-.......... __ Vectorcardlograph 7811-1457 Uf
870.2450 ...................... Medical cathode-ry tube display 70 -1458 U
870.2600 . Signal isolation system 7C1 -1453 i
870.2620 . Line Isolation monitor 7,,1-1450 U
870.2640 . Portable leakage current alarm 701-1461 U
870.2675 ............. Osclllometer 78M-1462 U
870.2700 _ _ ____ Ox.lmeter 781;-1463 U
870.2710 ..... Ear aximeter 7N8-1464 U
870.2750 Impedance phlebograph 781-14.5 U
870.2770 - .. .......... Impedance plethysmograph 7811-1406 U
870.2780 .. Hydraulic. pneumat.c., and photoelectric plcthUmograph - W84-1467 U
870.2800 . Medical magnetic tape., recorder W.13-14 3 1
870.2810 . .. _ Paper chart recorder - 7811-1469 U11
870.2840 . Apex cardiographic transducer- 781-1470 H
870.2850 ..... Extraastular blood pressure trnnsducer .. .. - -.. - --.. . ..... 781;-1471 U
870.2860 ..... Heart sound transducer ___ _ 718;-1472 U1
870.2870 ._. . Catheter tip pressure transducer ..... ....... ..... ..... 78I3-1473 U
870.2880 . ............... Ultrasonic transducer-- 7811-1474 U
870.2890 . Vessel occlusion transducer 7821-1475 U
870.2900 .................... Patient transducer and electrode cable (inciuding connector) - 781'-147G U
870.2910 _ Radiofrequency physiological signal transmitters and recelvers - 7811-1477 H.
870.2920 . Telephone electrocardiograph transmitters and receivera 711-1478 U1
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Subpart D-Cardiovascular Prosthetic Devices

870.3250 ............................. ......."........... Vascular clip ...... . ............................ ................ ........................................ 78N-1479
870.3260 .................................................... Vena cava clip........................................................................................................... 78N-1480
870.3300 .................................................. Peripheral arterial embolization device ....... ................................................ 78N-1481
870.3375 ................................................. Cardiovascular intravascular filter. .............................................................. 78N-1482
870.3450 . . . . . . Vascular graft prosthesis of less than 6mm diameter . .......... 78N-1483
870.3460 .................... ... Vascular graft prosthesis of 6mm and greater diameter ................................. 78N-1484
870.3470 ......................................... .......... Intracardlac patch and pledget made of polypropylene, Teflon, or Dacron,. 78N-1485
870.3535 ................................................ Intra-aortic balloon and control system . .... . . ........ . . 78N-1487
870.3545 ................................................. Ventricular bypass (assist) devices ................................................................... 7811-1488
870.3600 ................... External pacemaker pulse generator . ........... . . ........ 78N-1489
870.3610 . ... ........... Implantable pacemaker pulse generator . ............... . . ............ 78N-1490
870.3620 .................................. ........ Pacemaker lead adaptor.. ................................................................................ 78N-1401
870.3630 ................................... .. .............. Pacemaker generator function analyzer ............................................ 78N-1492
870.3640 ................ ... Indirect pacemaker generator function analyzer ..................................... 78N-1493
870.3650 ........................................... Pacemaker polymeric mesh bag ..... ...... .. . . ...................................... 78N-1494
870.3670 ................................................ Pacemaker charger .............................................. . ............................................. 78N-1496
870.3680 . ... . . Permanent and temporary pacemaker electrode . ............ ;. 78N-1497 .
870.3690 .................................................... Pacemaker test magnet ...................................................................................... 78N-1498
870.3700 .......... . .......... Pacemaker programmer ............................................. . ... . . 78N-1499
870.3710 ............ . Pacemaker repair and replacement materials ........................ 78N-1500

.870.3720 ................................................... Pacemaker electrode function tester ............................................................... 78N-1501
870.3730 ............................... Pacemaker service tools ....................................................................................... 78N-1502870.38Q0 .................. ..................... ............ Annuloplasty ring ........ ......................... ...... ........ ...... ... ...................................... 78N-1503
870.3850 ................................................. Carotid sinus nerve stimulator ................................ ..................................... 78N-15Q4
870.3925 ........................................... it Replacement heart valve ................................................................................... 78N-1505
870.3935 .................................................... Prosthetic heart valve holder .................................................................... 7811-1506
870.3945 .................................................. Prosthetic heart valve sizer.....; .............................................................. : ............ 78N-1507
870.4075 ................................................... Endomyocardial biopsy device ..................................................................... 78N-1508
870.4200 ................................................ Cardiopulmonary bypass accessory equipment ....................... . ......... 78N-1509
870.4205 .................................................. Cardiopulmonary bypass bubble detector ....................................................... "78N-1378
870.4210 ............ . Cardiopulmonary bypass vascular catheter, cannula, and tubing ................. 7811-1510
870,4220 .................... Cardiopulmonary bypass heart-lung machine console ..................................... 78N-1511
870.4230 ................................................... Cardiopulmonary bypass defoamer .................................................................. 78N-1512
870.4240 . ... ...... ..... ............ Cardiopulmonary bypass heat exchanger ........................................................... 78N-1513
870.4250 . . ... ....... . Cardiopulmonary bypass temperature controller ..................... 78N-1514
870,4260 ........... . . . Cardiopilmonary bypass arterial line blood filter .......................................... 78N-1515
870.4270. ....................................... Cardiopulmonary bypass cardiotomy suction line blood filter ......................... 78N-1516
870.4280 ....................................... .......... Cardiopulmonary pre-bypass filter ....................................................................... 78N-1517
870.4290 ............................ ........... Cardiopulmonary bypass fitting, manifold, stopcock and adaptor ................ 78N-1518
870.4300 ............... . Cardiopulmonary bypass gas control unit ....................................... ...... 78x;1519
870.4310 ..................................................... Cardiopulmonary bypass coronary pressure gauge ............................................ 78N-1520
870.4320 .................. . Cardiopulmonary bypass pulsatile flow generator . ... . ............. 78X-1521
870.4330 . .... . . Cardiopulmonary bypass on-line blood gas monitor ....................... 78N-1522
870.4340 .................................................... Cardiopulmonary bypass level sensing ronior and/or control. ..................... 78N-1523
870.4350 .................. Cardiopulmonary bypass oxygenator .......................................... ..................... 78N-1524
870.4360 ................. . Nonroller type cardiopulmonary bypass blood pump .................. 78N-1525
870.4370 .................................................... Roller-type cardiopulmonary bypass blood pump ........................................... 78N-1526
870.4380 ......... . . . . Cardiopulmonary bypass pump speed control ..................... ...... ....................... 78N-1527
870.4390 .................................................... Cardiopulmonary bypass pump tubing ............................................................... 78N-1528
870.4400 ............ . . . Cardiopulmonary bypass blood reservoir ............... . . ......... 78N-1529
870.4410 ............. . .. Cardiopulmonary bypass in-line blood gas sensor ........................... 78N-1530
870.4420 . ......... . Cardiopulmonary bypass cardlotomy return sucker ....................... 78N-1531
870.4430 ................... Cardiopulmonary bypass intracardiac suction control .................... 78N-1532
870.4450 .................................................. Vascular clamp ....................................................................................................... 78N-1533
870.4475 ............................................ ,. .... Surgical vessel dilator ........................................................................... ................. 78N-1534
870.4500 ........................................ ; .......... Cardiovascular surgical instruments .................................................................... 78N-1535
870.4875 .................................................. Intraluminal artery stripper .................................................................................. 78N-1530
870.4885 .................................................... External vein stripper ............................ & .............................................................. 78N-1537
870.5050 ..................... .: ........-.............. Patient care suction apparatus .............................................................................. 78N-1538
870.5150 .................................................. Embolectomy catheter ......................... .................................................................. 78N-1539
870.5175 .................................................... Septostomy catheter.............................................................................................. 78N-1540
870.5200 ............ . External cardiac compressor . ...... ............. 78N-1541
870.5225 ..................................................... External counterpulsating device . ... ... . . . .......... 78N-1542
870.5300 .................................................... DC-defibrillator (including paddies) ......................................................... 78N-1543
870.5325 .................................................... Defibrillator tester ................................................................................................. 78N-1544
870.5550 .......................... External transcutaneous cardiac pacemaker (noninvasive) ............................. 78N-1545
870.5800 ................................................... Compressible limb sleeve .............................. ...................................................... 78N-1546
870.5900 ................................................ Thermal regulating system ................................................................................. 78N-1547
870.5925 ..................... Automatic rotating tourniquet .......... .. .............. 78N-1548
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DEVCSS CONSIDERD By Two oR M RE
PANELS

Many devices were reviewed by two
or more device classification panels.
For these devices, FDA will publish
each panel's recommendation and a
single proposed classification regula-
tion. The following devices were con-
sidered by the Cardiovascular Device
Classification Panel and by other
panels:

1. The Neurological Device Classif-
cation Panel recommended that anglo-
graphic needles be classified into class
I. The Cardiovascular Device Classifi-
cation Panel recommended that cath-
eter trocars be classified into class II.
The Commissioner has determined
that these devices are essentially the
same. Therefore, the Commissioner Is
proposing a single regulation classify-
ing catheter trocars. Based upon the
information provided in the Panel rec-
ommendations, the Commissioner Is
proposing that the device be classified
int5 class II and is publishing the
Panel recommendations in a proposal
appearing elsewhere in this issue of
the FEDERAL REGISTER.

2. The Neurological Device Classifi-
cation Panel recommended that anglo-
graphic guide wires and accessories be
classifed into class I. The Radiological
Device Classification Panel recom-
mended that radiological catheter
guide wire be classified into class IL
The Cardiovascular Device Classifica-
tion Panel recommended that cardio-
vascular guide wires be classified into
class II. The Commissioner has deter-
mined that these devices are essential-
ly the same. Therefore, the Commis-
sioner is proposing a single regulation
classifying catheter guide wires. Bases
upon the information provided in the
Panel recommendations, the Commis-
sioner is proposing that the device be
classified into class II and is publish-
ing the Panel recommendations in a
proposal appearing elsewhere in this
issue of the FEDEAL RESsrna

3. The General and Plastic Surgery
Device Classification Panel recom-
mended that nonpowered central
venous pressure - monitors and
nonpowered peripheral venous pres-
sure monitors be classified into class L
The Cardiovascular Device Classifica-
tion Panel recommended that venous
blood pressure manometers be classi-
fied into class II. The Commissioner
has determined that these devices are
essentially the same. Therefore, the
Commissioner is proposing a single
regulation classifying venous blood
pressure manometers. Based upon the
information provided in the Panel rec-
ommendations, the, Commissioner is
proposing that the device be classified
into class II and Is publishing the
Panel recommendations in a proposal

appearing elsewhere in this issue of
the FEDERAL REorsERn.

4. The General and Plastic Surgery
Device Classification Panel recom-
mended that direct stethoscopes and
electronic amplified stethoscopes be
classified into class L The General
Hospital and Personal Use Device
Classification Panel recommended
that mechanical stethoscopes and DC-
powered stethoscopes be classified into
class L The Cardiovascular Device
Classification Panel recommended
that stethoscopes ,be classified into
class IL The Commisoner has deter-
mined that these devices are essential-
ly the same. Therefore, the Commis-
sioner is proposing a single regulation
classifying stethoscopes. Based upon
the information provided In the Panel
recommendations, the Commissioner
is proposing that the device ber classi-
fled into class II and is publishing the
Panel recommendations in a proposal
appearing elsewhere In this issue of
the FEDERAL Rimrsvm.

5. The Anesthesiology Device Classi-
fication Panel recommended that me-
chanical cardiac resuscitators be classi-
fied into class HI. The General Hospi-
tal and Personal Use Device Classifica-
tion Panel recommended that manual
external cardiac compressors be classi-
fied into class M and that powered ex-
ternal cardiac compressors be classi-
fied into class II. The Cardiovascular
Device Classification Panel recom-
mended that external cardiac com-
pressors be classified into class flL
The Commissioner has determined
that these devices are essentially the
same. Therefore, the Commissioner Is
proposing a single regulation classify-
Ing external cardiac compressors.
Based upon the information provided
in the Panel recommendations, the
Commissioner is proposing that the
device be classified into class IM and Is,
publishing the Panel recommenda-
tions in a proposal appearing else-
where in this issue of the FP rtAL
REsrS.

6. The General and Plastic Surgery
Device Classification Panel recom-
mended that synthetic arterial graft
prostheses (less than 6mm diameter)
be classified into class HI. The Cardio-
vascular Device Classification Panel
recommended that vascular graft pros-
theses (less than 6mm diameter) be
classified into class I. The Commis-
sioner has determined that these de-
vices are essentially the same. There-
fore, the Commissioner Is proposing a
single regulation classifying vascular
graft prostheses (less than 6mm diam-
eter) into class I and is publishing
the Panel recommendations In a pro-
posal appearing elsewhere in this issue
of the FmDaLM RErsvnr.

7. The Cardiovascular Device Classi-
fication Panel and the other Panels
listed below recommended classifica-
tion into class II for the following de-
vices:
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Device Other panel(s)

low directed catheter
Ballon-type cardiovascular catheter............. General and Plastic Surgery

Diagnostic intravascular catheter
Anglographic catheter ....... .......-- Neurological
Cardiovascular catheter ....................... G.... ... Gneral and Plastic Surgery
Opaque vascular catheterR....................... . Radiology

Blood pressure computers
Internal arterial pressure monitor -...........-.-............. General and Plastic Surgery
Atrial cardiac pressure monitor- .. ................. General and Plastic Surgery
Ventricular cardiac pressure monror......--... . ......... General and Plastic Surgery
Powered pulmonary artery pressure monitor .................... General and Plastic Surgery
Indwelling blood pressure monitor .... ..... ... ;......... Anesthesiology
Invasive neonatal blood pressure monitor ............... ,--,. General Hospital and Personal Use

Single-function, preprogrammed diagnostic computer
Dye cardiac output monitor .......................... G . General and Plastic Surgery
Thermal cardiac output monitor. -- .. ....... General and Plastic Surgery
Trend cardiac output monitor .... ............. General and Plastic Surgery

Blood pressure cuff
Nonpowered external arterial pressure monitor ........... General and Plastic Surgery
Inflation cuff .......... -. General and Plastic Surgery
Manual cuff inflating air pump...:-.. ... ... -.... General and Plastic Surgery

Noninvasive blood pressure,measurement system
Nonlndwelling blood pressure monitor Anesthesiology
Powered external'arterial pressure monitor ............... .. General and Plastic Surgery
Aneroid blood pressure manometer .-..- -....... General and Plastic Surgery
Mercury blood pressure manometer . ..... General and Plastic Surgery
Ultrasonic/doppler neonatal blood pressure monitor ...... General and Plastic Surgery

Electrocardiograph
Electrocardiograph monitor--.......... ..... . ....... General and Plastic Surgery
Electrocardiograph monitor ......................... Anesthesiology

Cardiovascular blood flowmeter
Transcutaneous ultrasonic blood nowmeter........ Anesthesiology
Flowmeter cardiac output monitor ...... ......... .. General and Plastic Surgery
Electromagnetic or Doppler. noninvasive blood flowmeter.......... Urology

Electrovascular blood flow probe
Indwelling blood flow transducer Anesthesiology
Nonindwellng blood flow transducer ....... ..... ..... Anesthesiology

Cardiac monitor (including cardlotachometer and rate alarm)
Pulse rate monitor ................ ........... Anesthesiology
Neonatal heart rate monitor ..... . General Hospital and Personal Use

Impedance plethysmograph .

Impedance plethymography cardiac output monitor.... .. General and Plastic Surgery
Extravascular blood pressure transducer

Nonindwelling blood pressure transducer monitor.............. Anesthesiology
Catheter tip pressure transducer-

Indwelling blood pressure transducer monitor .................. Anesthesiology
- Transducer signal amplifier and signal conditioner

Blood pressure monitor amplifier and associated electronics- Anesthesiology
Paper chart recorder

Ophthalmic analog and digital recorder ......... ............... .Ophthalmic
Vascular graft prosthesis (6mm and greater diameter)

Synthetic arterial graft prosthesis (6mm and greater dianeter). General and Plastic Surgery

The Commissioner has determined- ommendations in proposals appearing
that, by group as listed here, these de- elsewhere in this issue of the F ImnL
vices are essentially the same. There- REGISTER.
fore, the Commissioner is proposing a
single regulation classifying each of 8. The Cardiovascular Device Classi.
the group~of devices listed above into fication 'Panel and the other Panels
class II," using the Cardiovascular listed-below made classification recom-
Device Classification Panel designa- mendations concerning the following
tion, and is publishing the Panel rec- devices:

Device Other panel(s)

Electrosurgical electrode gei..................

Electrosurglcal electrode .............

Electrosurgical devce........

'PneumatIcally powered saw..,

-Electrically powered saw

General and Plastic Surgery
Neurological
Anesthesiology
Dental
General and Plastic Surgery
Neurological
Anesthesiology
Dental
Gastroenterology and Urology
General and Plastic Surgery
Neurological
Anesthesiology
Dental
Gastroenterology and Urology
General and Plastic Surgery
Orthopedic

- Neurololical
Dental
Ear. Nose and Throat
General and Plastic Surgery
Orthopedic
Neurological
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Device Other panelis)

Electrically powered saw ............... Defntal
Ear, Naze and Throat

Surgical saw blade.... General and Plia tc Surery
Medical support stocking .............. General Hocgital and Peraonal Use

Physlcal Medicine
Biopsy needle. .. General and Plasic Surcery

Gastroriterology and Urolo-gy
Dental

Infuidon pump ............ . General H Ital and Per onal Use
Gastroenterology and Urolozy

Long-term vascular catheter -..... General Hospital and FPe-onal Use
General and Plastc Surgery

Sutures.._ General and Plastic Surgery
Dental
Ophthalmic

The Commissioner is not at this time
publishing the Cardiovascular Device
Classification Panel recommendations
to classify the devices listed above.
The Commissioner will publish these
recommendations and proposed classi-
fication regulations when he publishes
the recommendations of the other
Panels that reviewed the devices.

ARTRaIAL GRFT PROSHESES OF
ANu. (INCLDIO HUM )A) ORIGIN

At a future date, FDA will publish in
the FEDERAL REGISTER a final regula-
tion stating that one cardiovascular
device (arterial graft prostheses of
animal (including human) origin) is
classified into class 311 1premarket ap-
proval) because of transitional provi-
sions of the act, section 520(1) (21
U.S.C. 366j(1)). The transitional provi-
sions classify into class III any device
previously regarded by FDA as a new
drug. At the time FDA publishes this
regulation it will also publish the
Panel's recommendations regarding
arterial grafts of animal (including
human) origin.

ENVIRONMENTAL IMPACT

The Commissioner has carefully
considered the environmental effects
of proposed § 870.1 and of the pro-
posed cardiovascular device classifica-
tion regulations. Because the proposed
actions will not significantly affect the
quality of the human enironment,
the agency has concluded that an en-
vironmental impact statement is not
required. A copy of the environmental
impact assessment is on file with the
office of the Hearing Clerk, Food and
Drug Administration (address above).

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513 and
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))), and under au-
thority delegated to the Commissioner
(21 CFR 5.1), the Commissioner pro-
poses that Chapter I of Title 21 of the
Code of Federal Regulations be
amended by adding new Part 870, Sub-
part A, to read as follows:

PART 870--CARDIOVASUCLAR
DEVICES

Subpairl A--Ge.rerz Provisions

Sec.
870.1 Scope.

Au-morrr: Sees 513 and 701(a), 52 Stat.
1055, 90 Stat. 540-546 (21 U.S.C. 360c and
701(a)).

Subpart A-General Provisions

§ 870.1 Scope.
(a) This part sets forth the classifi-

cation of cardiovascular devices in-
tended for human use.

(b) The identification of a device in a
regulation in this part is not a precise
description of every device that is, or
will be, subject to the regulation. A
manufacturer who subnts a premar-
ket notification submission for a
device under Part 807 of this chapter
cannot show merely that the device is
accurately described by the section
title and identification provision of a
reg ulation In this part, but shall itate
why the device Is substantially equiva-
lent to other devices, as required by
§ 807.87 of this chapter.

(c) To avoid duplicative listings, a
cardiovascular device that has two or
more types of uses (e.g., use both as a
diagnostic device and as a therapeutic
device) is listed in the subpart repre-
senting the more common use of the
device, rather than in two or more
subparts.

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, LED 20857. written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 am. and 4 p.m., Monday through
Friday.

In accordance with Executive Order
12044, the economic effects of this
proposal have been carefully ana-
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layzed. and it has been determined
that the proposed rulemaking does not
Involve major economic consequences
as defined by that order. A copy of the
regulatory analysis assessment sup,
porting this determination is on file
with the office of the Hearing Clerk.
Food and Drug Administration.

Dated: February 26, 1979.
Jo!sR-I P. HnT

Associate Commissionerfor
ReguZatoryAffairs.

(FR Doe. 79-6103 Filed 3--79 8:45 am]

[4110-03-M]

121 Ca. Part 870]

[Docket No. 78N-1407

MEDICAL DEVICES
Classification of Anhythmid Detectors and

Alarms

AGENCY: Food and Drug Administra-
tion.

ACTION: Proposed Rule.

SUM:MARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying arrhythmia detectors and
alarms into class fI (premarket ap-
proval). The FDA is also publishing
the recommendation of the Cardiovas-
cular Device Classification Panel that
the device be classified into class III.
The effect of classifying a device into
class M is to provide for each manu-
facturer of the device to submit to
FDA a premarket approval application
at a date to be set in a future regula-
tion. Each application includes infor-
mation concerning safety and effec-
tiveness tests of the device- After con-
sidering public comments, FDA will
issue a final regulation classifying the
device. These actions are being taken
under the Medical Device Amend-
ments of 1976.

DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes 'that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGIsTER.

ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockvlle, MD 20857.
FOR FURTHER INFORMATION
CONTACT:.

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.
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SUPPLEMENTARY INFORMATION:
PANEL RECOMMENDATION

A proposal elsewhere in this issue of
the FEERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device -Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-'
tion with respect to the classification
of arrhythmia detectors and alarms:

1. Identification: An arrhythmia de-
tector and alarm is a system that mon-
itors the electrocardiogram (ECG) and
is designed to produce a visible or au-
dible signal or alarm when an atrial or
ventricular arrhythmia, such as a pre-
mature contraction or ventricular fi-
brillation, exists.

2. Recommended classification:- Class
III (premarket approval). The Panel
recommends that premarket approval
of this device be a high priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the arrhythmia detector and
alarm be classified into class III (pre-
market approval). Although the device
is neither life-supporting nor life-sus-
taining, diagnostic information derived
from the use of the device -may be
critical to proper management of the
patient. If the algorithms used to
detect various cardiac arrythmias are
either inaccurate or inadequate, the-
resulting misdiagnosis can be life
threatening. There is no consensus on
the proper algorithms to be used in
the device. The Panel believes that
general controls alone would not pro-
vide sufficient control -over the per-
formance and electrical characteristics
of this device. The Panel also believes
that a performance standard would
not provide reasonable assurance of
the safety and effectiveness of the
device and, moreover, that there is in-
sufficient information to establish a
standard to provide such assurance.
However, certain performance stand-
ards should apply to specific-parts of
this device. Because this device is at-
tached to the body through conduct-
ing electrodes, its electrical character-
istics, e.g., electrical leakage current,
need to meet certain requirements. In
addition, the device will require special
labeling to inform the user of the ac-
curacy, reproducibility, or limitations
on the ability of the device to detect
cardiac arrhythmias.

4. Summary of data on which the
recommendation Is based: The Panel
members based their recommendation
on the potential "hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with,- the
device. The Panel believes that, al-
though the device itself Is not life sup-
porting or sustaining, information de-
rived from the device, if inaccurate,
would 6reate.a potentially life-threat-

PROPOSED RULES

ening situation. The Panel also be-
lieves that data do not exist showing
the safety and efficacy of the device
and that clinical trials are now the
only method by which the safety and
efficacy of the device can be estab-
lished.

5. Risks to health: (a) Cardiae ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmlas. (b) Misdiagnosis: In-
adequate design of the ECG process-
ing circuitry or program can lead to'
generation of inaccurate diagnostic
data. If inaccurate diagnostic data are
used in managing the patient, the phy-
sician.may prescribe a course of treat-
ment that places the patient at risk
unnecessarily.

PROPOSED CLASSIFICATION
The Commissioner agrees with the

Panel's recommendation and is pro.
posing that the arrhythmia detector
and alarm be classified into class III
(premarket approval). The Commis-
sioner believes the device is purported
or representedto be for use in primary
diagnosis of certain critical cardiac ar-
rhythmias, and thus it is of substan-
tial importance in preventing impair-
ment of human health. The Commis-
sioner believes the device presents a
potential unreasonable risk of illness
or injury because, if the device is used
as a primary alarm system rather than
as a supplement to the health care
team, failure of the device may be
fatal to the patient. The Commission-
er believes that insufficient informa-
tion exists to determine that general
controls willprovide reasonable assur-
ance of the safety and effectiveness of
the device and that insufficient infor-
mation exists to establish a perform-
ance standard to provide this assur-ance.Therefore, under the Federal Food,

Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat.. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 by adding new Subpart B in-
cluding new § 870.1025; as follows:
Subpart B-Cardlovascular Diagnostic Devices

§-870.1025 Arrhythmia detector and alarm.
(a) Identification. An arrhythmia

detector and alarm is a system that
monitors the electrocardiogram and is
designed to produce a visible or audi-
ble signal or alarm when an atrial or
ventricular arrhythmia, such as a pre-
mature contraction or ventricular fi-
brillation, exists.
I (b) Classification. Class III (premar-
ket approval).

Interested persons may, on or before
May 8, 1979 submit to the- Hearing

Clerk (HPA-305), Food and Drug Ad-
ministration, Rm. 4.65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except* that Individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found In
brackets in the heading of this docu-'
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26; 1979.
1 JOSEP P. HILE,

Associate Commissionerfor
Regulatory Affairs.

[FR Doc. 79-6104 Filed 3-8-79 8:45 am]

[4110-03-M]

[21 CFR Part 870]

[Docket No. 78N-1408]

MEDICAL DEVICES

Classification of Blood Pressure Alarms

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is Issuing for
public comment a proposed regulation
classifying blood pressure alarms Into
class II (performance standards). The
FDA is also publishing the recommen-
dation of the Cardiovascular Device
Classification Panel that the device be
classified Into class II. The effect of
classifying a device into class II is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FIA Will issue a final regu-
lation classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of 1976.
DATE: Comments by May 8, 1979, The
Commissioner of Food and Drugs pro-
poses that the final regulation based
on this proposal become effective 30
days after the date of Its publication
in the FEDER L REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR' FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart,
ment of Health, Education, and Wel.
fare,, 8757 Georgia Ave., Silver
Spring; MD 20910, 301-427-7559.
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- SUPPLEMENTARY INFORMATION:

PAxEL REcommuE ATroi

A proposal elsewhere in this issue of
the FEERAL REGiS TE provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of blood pressure alarms:

1. Identification: A blood pressure
alarm is a device that accepts the
signal from a blood pressure trans-
ducer amplifier, processes the signal,
and emits an alarm when the blood
pressure falls outside a preset upper or
lower-limit.

2. Recommended classification: Class
-1 (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
medium priority.

3. Summary of reasons for recom-
mendation: -The Panel recommends
that the blood pressure alarm be clas-
sifted into class I because this electri-
cally powered device is neither life-
supporting nor life-sustaining, but.is
potentially hazardous to life or health
even when properly used. This device
is attached to the body through a

-blood pressure transducer and a cath-
eter and is used in a clinical environ-
ment where excessive leakage current
can be a serious hazard. Thus, the
electrical characteristics of this device,
such as electrical leakage current,
need to meet certain requirements.
Performance characteristics, including
accuracy, reproducibility, and any
limitations on the device's perform-
ance characteristics, should be main-
tained at a generally accepted satisfac-
tory level and should be made known
to the user through special labeling.
The device is used with other devices
in a system that may be hazardous if
not satisfactorily assembled, used, and
maintained. The Panel believes that
general controls alone would not pro-
vide sufficient control over the electri-
cal characteristics of this device. The
Panel believes that a performance
standard will provide reasonable assur-
ance of the safety and effectiveness of
the device and that there is sufficient
information to establish a standard to
provide such assurance.
* 4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-

diac arrhythmlas. Electrical leakage
current can also cause electrical shock
to a physician during a catheterization
or surgical procedure, and this may
lead to latrogenic complications. (b)
Misdiagnosis: If the zero or calibration
of the device is inaccurate or unstable,
the device may generate inaccurate di-
agnostic data. If inaccurate diagnostic
data are used in managing the patient,
the physician may prescribe a course
of treatment that places the patient at
risk unnecessarily.

PRoPosED CLASSIFICAON

The Commissioner agrees with the
Panel's recommendation and Is pro-
posing that the blood pressure alarm
be classified into class II (performance
standards). The Commissioner believes
that a performance standard Is neces-
sary for this device because general
controls by themselves are insufficient
to control the risks to health. A per-
formance standard would provide rea-
sonable assurance of the safety and ef-
fectiveness of the device. The Commis-
sioner also believes that there is suffi-
cient information to establish a stand-
ard to provide reasonable assurance of
the safety and effectiveness of the
device. Although blood pressure
alarms are used both as diagnostic de-
vices and as monitoring devices, they
will be listed in the part of the Code of
Federal Regulations for cardiovascular
diagnostic devices because diagnosis Is
the more common use.

Therefore, under the Federal Food.
Drug, and Cosmetic Act (sees. 513.
701(a) 52 Stat. 1055, 90 Stat. 540-546
(21 US.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1).
the Commissioner proposes to amend
Part 870 in Subpart B by adding new
§ 870.1100 as follows:

§ 870.1100 Bicod prcasure alarm.
(a) Icdentification. A blood pressure

alarm is a device that accepts the
signal from a blood pressure trans-
ducer amplifier, processes the signal,
and emits an alarm when the blood
pressure falls outside a pre-set upper
or lower limit.

(b) Classification. Class I (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. '4-65. 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.

Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
Ing Clerk docket number found In
brackets in the heading of this docu-
ment. Received comments may be seen
in-the above office between the hours

of 9 a m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JosEPH P. Hn-,

Associate Commissionerfor
RegulatorjAffafti-

[F Dec.'19-6105 Ffled 3-8-79; 8:45 am]

[4110-03-M]

121 CFK Port 870]
[Docket No. 78N-14093

MEDICAL DEVICES
Classification of Blood Pressure Computers

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) Is issuing for
public comment a proposed regulation
classifying blood pressure computers
into class n (performance standards).
The FDA is also publishing the recom-
mendations of the Cardiovascular
Device Classification Panel, the Gen-
eral and Plastic Surgery Device Classi-
fication Panel, the General Hospital
and Personal Use Device Classification
Panel. and the Anesthesiology Device
Classification Panel that the device be
classified into class IL The effect of
classifying a device into class II is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments. FDA will issue a final regu-
lation classsifylng the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the PmERn. Rmss

ADDRESS: Written comments to the
Hearing Clerk (CEA-305), Feed and
Drug Administration. Rm. 4-65. 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:.

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring. MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:
PAE. REco,. IMMo.

A proposal elsewhere in this issue of
the FEzRAL REcrsTR. provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, the General and Plastic
Surgery Device Classification Panel,
the General Hospital and Personal
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Use Device Classification 'Panel, and
the Anesthesiology Device Classifica-
tion Panel, FDA advisory committees,
made thd following recommendations
with. respect to. the classifiqation of
blood pressure computers:

1. Identification: A blood- pressure
computer is a device that accepts the
electrical signal from a blood pressure
transducer amplifier and indicates the
systolic, diastolic, or mean pressure
based on the input signal.

2. Recommended classification: Cla.s
II (performance stan dards).. The
Panels recommend that establishing a
performance standard for this device
be a medium priority.

3. Summary of reasons for recom-
mendation: The Panels recommend
that the blood pressure computer be
classified into class II because this
electrically powered device is neither
life-supporting nor life-sustairing, but
is potentially hazardous to life or
health even when properly used. This
device is attached to the body through
a blood pressure transducer amplifier
and a catheter and is used in a clinical
environment where excessive leakage
current can be a serious hazard. Thus
the electrical characteristics of this
device, e.g., electrical leakage current,
need. to meet certain requirements.
Performance characteristics, including
accuracy, reproducibility, and. any
limitations on the device's measure-
ment of blood pressure, should be
maintained at' a generally accepted
satisfactory level and should be made
known to the user through special la-
beling. The device is used with other
devices in a system that may be haz-
ardous if not satisfactorily assembled,
used, and maintained. The Panels be-
lieve that general controls alone would
not provide sufficient control over the
performance and electrical character-
istics of this device. The Panels believe
that a performance standard will pro-
vide reasonable assurance of the
safety and effectiveness of the device
and that there is sufficient informa-
tion to establish a standard to provide
such assurance.

4. Summary of data on which the
recommendation 'is based: The Panel
members based their recommenda-
tions on the potential hazards associ-
ated with the inherent properties of
the device and on their personal
knowledge of, and experience with,
the device.

5. Risks to health : (a) Misdiagnosis:
if the zero or calibration of the device
is Inaccurate or unstable, the device,
may generate inaccurate diagnostic
data. If inaccurate diagnostic data are
used in managing the patient, the phy-
sician may-prescribe a course of treat-
ment that places the patient at risk
unnecessarily. (b) Cardiac' arrhyth-.
mias or electrical shock; Excessive
electrical leakage current can disturb

the normal electrophysiology of the
heart, leading to the onset of cardiac
arrhythmias. , Electrical leakage cur-
rent can also cause electrical shock to
a physician during a catheterization or
surgical procedure, and this may lead
to iatrogenic complications.

PROPOSED CLASSIFICATION

-The Commissioner agrees with the
Panels' recommendations and is pro-
posing that the blood pressure com-
puter be classified into class .II (per-
formance standards). The Commis-
sioner believes that a performance
standard is necessary for this device
because general controls by them-
selves are insufficient to control the
risks to health. A performance stand-
ard would provide reasonable assur-

- ance of the safety and effectiveness of
the device. The Commissioner also be-
lieves that there is sufficient informa-
tion to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device. .Because
blood pressure measurement is an in-
dication of cardiovascular function,
this device will be listed in the Code of
Federal Regulations under cardiovas-
cular devices. Although blood pressure
computers are used both as diagnostic
devices and as monitoring devices,
they will be listed in the Code of Fed-
eral Regulations under cardiovascular
diagnostic devices because diagnosis is
the more .common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870-in subpart B by adding new
§ 870.1110 as follows:

§ 870.1110 Blood pressure computer.
(a) Identification. A blood pressure

computer is a device that accepts the
electrical signal from a blood pressure
transducer amplifier and indicates the
systolic, diastolic, or mean pressure
based on the 'input signal.

Xb) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, AID 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, 'except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JOSEPH P. HILE,

Associate Commissioner for
Reguratory Affairs.

CFR Doc. 79-6106 Filed 3-8-79: 8:45 am]

[4110-03-M]

121 CFR Part 8701

[Docket No. 718N-14101

MEDICAL DEVICES

Classification of Blood Pressure Cuffs

AGENCY: Food and Drug Administra-
tion.

ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad.,
ministration (FDA) is Issuing for
public comment a proposed regulation
classifying blood pressure cuffs' hlito
class II (performance standards). The
FDA is also publishing the recommen-
datioqs of the Cardiovascular Device
Classification Panel, the General Hos-
pital and Persoiqal Use Device Classifi-
cation Panel, and the General and
Plastlc Surgery Device Classification

Panel that the device be classified Into
class II. The effect of classifying a
device into class II is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device,
After considering public comments,
FDA will Issue a final regulation clas-
sifying the device. These actions are
being taken under the Medical Device
Amendments of 1976.
DATE: Comments by May 8, 1979. The
Commissioner of Food and Drugs pro-
poses that the final regulation based
on this proposal become effective 30
days after the date of Its publication
in the FEDERAL REGISTER.

ADDRESS: -Written, comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.

FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical DeVices (HF2-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION

A proposal elsewhere in this Issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, the General Hospital and
Personal Use Device Classification
Panel, and the General and, Plastic
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Surgery Device Classification Panel,
FDA advisory committees, made the
following recommendation with re-
spect to the classification of blood
pressure cuffs:

1. Identification: A blood pressure
cuff is a device that has an inflatable
bladder in an inelastic sleeve (cuff)
with a mechanism for inflating and de-
flating the bladder. The cuff is used in
conjunction with another device fo de-
termine a subject's blood pressure.

2. Recommended classification: Class
IX (performance standards). The
Panels recommend that establishing a,
performance standard for this device
be a low priority-

3. Summary of reasons for recom-
mendation: The Panels recommend
that blood pressure cuffs be classified
into class II because this device is nei-
ther life-supporting nor life-sustain-
ing, but is potentially hazardous to life
or health even when properly used. If
the design of the device is inadequate
for accurate and precise measurement
of -blood pressure, the resulting mis-
diagnosis could have a significant neg-
ative effect on the patient's health.
The mechanical design and perform-
ance characteristics of the device
should be maintained at a generally
accepted satisfactory level The device
is used with other devices in a system
that- may be hazardous if not satisfac-
torily assembled, used, and main-
tained. The Panels believe that gener-
al controls alone would not provide
sufficient control over the perform-
ance characteristics of this device. The
Panels believe that a performance
standard will provide reasonable assur-
ance of the safety and effectiveness of
the device and that theie is Sufficient
information to establish a standard to
provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommenda-
tions on the potential hazards associ-
ated with the inherent properties of
the device and on- their personal
knowledge of, and experience with,
the device.

5. Risks to health: (a) Tissue trauma:
Overinflation, or use of an improper
size cuff, can cause unnecessary tissue
trauma. (b) Misdiagnosis: Inadequate
design of cuff size can lead to genera-
tion of inaccurate diagnostic data- If
inaccurate diagnostic data. are used in
managing the patient, the physician
may prescribe a course of treatment
that places the patient at risk unnec-
essarily.

PROPOSED CLASSMCATIoN

The Commissioner agrees with the
Paners recommendations and is pro-
posing that the blood pressure cuff be
classified into class I (performance
standards). The Commissioner believes
that a performance standard Is neces-

sary for this device because general
controls by themselves are insufficient
to control the risks to health. A per-
formance standard would provide rea-
sonable assurance of the safety and ef-
fectiveness of the device. The Commis-
sioner also believes that there is suffi-
cient information to establish a stand-
ard to provide reasonable assurance of
the safety and effectiveness of the
device. Because blood pressure meas-
urement is an Indication of cardiovas-
cular function, this device will be
listed in the Code of Federal Regula-
tions under cardiovascular devices. Al-
though blood pressure cuffs are used
both as diagnostic devices and as mon-
itoring devices, they will be listed In
the Code of Federal Regulations
under cardiovascular diagnostic de-
vices because diagnosis is the more
common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513.
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1).
the Commissioner propozes to amend
Part 870 in Subpart B by adding
§ 870.1120 as follows:

§ 870.1120 Blood prossure cuff.

(a) Ientvication. A blood pressure
cuff is a device that has an inflatable
bladder in an inelastic sleeve (cuff)
with a mechanism for inflating and de-
flating the bladder. The cuff is used in
conjunction with another device to de-
termine a subject's blood pressure.

(b) Classtication Class II (perform-
ance standards).

Interested persons may, on or before
May 8. 1979, submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the he_.dinzg of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 am. and 4 pm., Monday through
Friday.

Dated: February 26, 1979.
JosEPH P. H1,

Associate Commissionerfor
Regulatory-fairs.

[FR Doc. 79-6107 Fied 3-8-70; 8:45 am]

(41 1-03-M]

121 CFR Par 8701

[Docket No. 78N-14111

MEDICAL DEVICES

aassification of Nonlnvaslve Blood Pressure
Measurement Systems

AGENCY: Food and Drug Administr-
tion.
ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying noninvasive blood pressure
measurement systems into class II
(performance standards). The FDA is
also publishing the recommendations
of the Cardiovascular Device Classifi-
cation Panel the Anesthesiology
Device Classification Panel, the Gen-
eral Hospital and Personal Use Device
Classification Panel, and the General
and Plastic Surgery Device Classifica-
tion Panel that the device be classified
Into class II. The effect of classifying a
device into class II is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments,
FDA will Issue a final regulation cIas-
sifying the device. These actions are
being taken under the Medical Device
Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commloner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation n the FEDERAL REGSTER.
ADDRESS: Written comments to the
Hearing Clerk (HPA-305), Food and
Drug Administration, Rm. 1-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration. Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEbENTARY INFORMATION:

PMMzL RECO'm.MITION
A proposal elsewhere n this issue of

the FmSRAL REcisTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classific-
tion Panel, the Anesthesiology Device
Classification Panel, the General Hos-
pital and Personal Use Device Classifi-
cation Panel, and the General and
Plastic Surgery Device Classification
Panel, FDA advisory committees,
made the following recommendations
regarding the classification, of nonin-
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vasive blood pressure measurement
systems:

1. Identification: A noninvasive
blood pressure measurement system is
a device that provides a signal from
which systolic, diastolic, mean, or any
combination of the three can be de-
rived through the use of transducers
placed on the surface of the body.

2. Recommended classification: Class
II (performance standards). The
Panels recommend that'establishing a
performance standard for this device
be a medium priority.

3. Summary of reasons for recom-
mendation: The Panels recommend
that noninvasive blood pressure meas-
urement systems be classified into
class II because this device is neither
life-supportng nor life-sustaining, but
is potentially hazardous to life or
health even when properly used. This
device is attached to the body through
surface transducers and can be electri-
cally powered. It is used in "a clinical
environment where excessive leakage
current can be a serious hazard.-Thus
the electrical characteristics of this
device, e.g., electrical leakage current,
need to meet certain requirements. If -

the design of the device is inadequate
for accurate and precise measurement
of blood pressure, the resulting mis-
diagnosis could have a significant neg-
ative effect on the patient's health.
When functioning properly, the device
emits an acceptable energy level into
the body. Malfunction of the-ultrason-
ic types of the device, however, may
result in unsafe energy levels. Per-
formance characteristics, including ac-
curacy, reproducibility,. and any limi-
tations on the device's measurement
of blood pressure, should be main-
tained at a generally accepted satisfac-
tory level and should be made known
to the user through special labeling.
The Panels believe that general con-
trols alone -would not provide suffi-
cient control over the performance
and electrical characteristics of this
device. The Panels believe that a per-
formance standard will provide reason-
able assurance of the safety and effec-
tiveness of the device and that there is
sufficient Information to establish a'
standard to provide such assurahce.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommenda-
tions on the potential hazards associ-
ated with the inherent properties of
the device and on their personal
knowledge of, and experience with,
the device. In addition, the Cardiovas-,
cular Device Classification Panel cited
three standards proposdd by the medi-'-
cal community for blood pressure Inea-
surement'equipment (Refs. 1 through
3).

5. Risks to health:" (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-

PROPOSED RULES

turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmias. Electrical leakage
current can also cause electrical shock
to a physician during a catheterization
or surgical procedure, and this. may
lead to iatrogenic complications. (b)
Tissue damage: In ddvices that use an
ultrasonic detection method; excessive
ultrasonic energy output can cause
tissue damage. (c) Misdiagnosis: If the
zero or calibratioii of the device is in-
accurate or unstable,, the device may
generate inaccurate diagnostic data. If
inaccurate diagnostic data are used in
managing the patient, the physician
may prescribe a course of treatment
that places the patient at risk unnec-
essarily. (d) Tissue ischemia: Any
system that allows prolonged cuff in-
flation can cause tissue ischemia (defi-
ciency of blood supply to a portion of
the body).

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panels' recommendations and is pro-
posing that the noninvasive blood
pressure, measurement system be clas-
sified into class II (performance stand-
ards). The Commissioner believes that
a performance standard is necessary
for this device because general con-
trols by themselves are insufficient'to
control the risks to health. A perform-
ance standard would provide reason-
able assurance of the safety and effec-
tiveness of the device. The Commis-
sioner also believes that there is suffi-
cient information to establish a stand-
ard to provide reasonable assurance of
the safety and effectiveness of the
device. Because blood pressure mea-
surement is an indication of cardiovas-
cular function, this device will be
listed in the Code of Federal Regula-
tions under cardiovascular devices. Al-"
though noninvasive blood pressure
measurement systems are used both as
diagnostic devices and as monitoring
devices, they will be listed in the Code
of Federal Regulations under cardio-
vascular diagnostic devices because di-
agnosis is the more common use.

REFERENCES
The following information has been

placed in the office of the Hearing
Clerk (address above) and may be seen
by interested persons, from 9 a.m. to 4
p.m., Monday through Friday.

1. "Standardization of Blood Pressure
Readings. Joint Recommendations of the
American Heart Association and the Cardi-
ac Society of Great Britain and Ireland,"
American Heart Journal 18:95-101, 1939.

2. Bordley, J., et al., "Recommendations
for Human Blood Pressure Determinations
by Sphygmomanometers," Circulation,
4:503-509, 1951. . 1

3. Klrkendall, W. M., et al., "Recommen-
dations for Human Blood Pressure Determi-
nations by Sphygmomanometers," Circula-
tion, 36:980-988, 1967.

Therefore, under the Federal rood,
Drug, and Cosmetic Act (sees, 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5,1),
the Commissioner proposes to amend
Part 870 in Subpart B by adding now
§870.1130 as follows:

§ 870.1130 Noninvasive blood pressure
measurement system.

(a) Identification, A noninvasive
blood pressure measurement system is
a device that provides a signal from
which systolic, diastolic, mean, or any
combination of the three can be de-
rived through the use of tranducors
placed on the surface of the body,

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm, 4-65, 5600 Fishers
Lane, Rockvllle, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found In
brackets In the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.

JOSEPH P. HILE,
Associate Commissioner

forReoulaory Affairs.
[PR Doc. 79-6108 Filed 3-8-79 8:45 am]

[4110-03-M]

[21 CFR Part 8701

[Docket No. 78N-1412]

MEDICAL DEVICES

ClassIficalion of Venous Blood Pressure
Manometers

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is' issuing for
public comment a proposed regulation
classifying venous blood pressure ma-
nometers into class II (performance
standards). The PDA is also publish-
ing the recommendation of the Car-
diovascular Device Classification
Panel that the device be classified into
class II and the recommendation of
the General and Plastic Surgery
Device Classification Panel that the
device be classified Into class I. The
effect of classifying a device into class
II is to provide for the future develop-
ment of one or more performance
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standards to assure the safety and ef-
fectiveness of the device. After consid-
ering public comments, FDA will issue
a final regulation classifying the
device. These actions are being taken
under the Medical Device Amend-
ments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGisp-.
ADDRESS: Written~comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT.

Glenn A Rahmoeller, Bureau of
Medical Devices (EFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MI) 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PAmEL RECOMAMENDATION

A proposal elsewhere in this issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion and the General and Plastic Sur-
gery Device Classification Panels; FDA
advisory committees, made the follow-
ing recommendations with respect to
the classification of venous blood pres-
sure manometers:

1. Identification: A venous blood
pressure manometer is a device at-
tached to a venous catheter to indicate
manometrically the central or periph-
eral venous pressure.

2. Recommended classification: The
Cardiovascular Device Classification
Panel recommends class II (perform-
ance standards) and recommends that
establishing a performance standard
for this device be a low priority. The
General and Plastic Surgery Device
Classification Panel recommends class
I (general controls) with no exemp-
tions.

3. Summary of reasons for recom-
mendation: The Cardiovascular Device
Classification Panel recommends that
venous blood pressure manometers be
classified into class II because this
device is neither life-supporting nor
life-sustaining, but is potentially haz-
ardous to life or health even when
properly used. If the device is inad-
equate for accurate and precise mea-
surement of blood pressure, the result-
ing misdiagnosis could have a signifi-
cant negative effect on the patient's
health. Performance characteristics,
including accuracy, reproducibility,
and any limitations on the device's
measurement of blood pressure,

should be maintained at a generally
accepted satisfactory level and should
be mrade known to the user through
special labeling. The Cardiovascular
Device Classification Panel believes
that general controls alone would not
provide sufficient control over the per-
formance characteristics of this
device. The Cardiovascular Device
Classification Panel believes that a
performance standard will provide rea-
sonable assurance of the.safety and ef-
fectiveness of the device and that
there is sufficient information to es-
tablish a standard to provide such as-
surance. The General and Plastic Sur-
gery Device Classification Panel be-
lieves that general controls would pro-
vide sufficient control over the per-
formance characteristics of the device
and listed no risks to health for the
device.
1 4. Summary of data on which the
recommendation is based: The Panel
members based their recommenda-
tions on the potential hazards associ-
ated with the Inherent properties of
the device and on their personal
knowledge of, and experience with,
the device.

5. Risks to health: Mlsdiagnosis: In-
adequate design of calibration charac.
teristics of the manometer can lead to
generation of inaccurate diagnostic
data. If inaccurate diagnostic data are
used in managing the patient, the phy-
sician may prescribe a course of treat-
ment that places the patient at risk
unnecessarily.

PRoPosEn CLASSIFICATION

The Commissioner agrees with the
Cardiovascular Device Classification
Panel recommendation and is propos-
ing that the venous blood pressure
manometer be classified into class IM
(performance standards). The Com-
missioner believes that a performance
standard is necessary for this device
because - general controls by them-
selves are Insufficient to control mis-
diagnosis listed as a risk to health by
the Cardiovascular Device Classifica-
tion Panel A -performance standard
would provide reasonable assurance of
the safety and effectiveness of the
device. The Commissioner also be-
lieves that there is sufficient informa-
tion to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device. Because
blood pressure measurement is an in-
dication of cardiovascular function,
this device will be listed in the Code of
Federal Regulations under cardiovas-
cular devices. Although venous blood
pressure manometers are used both as
diagnostic devices and as monitoring
devices, they will be listed in the Code
of Federal Regulations under cardio-
vascular diagnostic devices because di-
agnosis is the more common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat- 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CPR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart B by adding new
§ 870.1140 as follows.

§870.1140 Venous blood pressure mano-
meter.

(a) Identification. A venous blood
pressure manometer is a device at-
tached to a venous catheter to indicate
manometrcally the central or periph-
eral venous pressure.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979, submit to the Hearing
Clerk (HtPA-305), Food and Drug Ad-
ministration, Rmn 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal-
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 am. and 4 pm., Monday through
Friday.

Dated: February 26, 1979.
Josm P. HnIu,

Associate Commissionerfor
RegulatoryAffairs.

EFR Doe. 79-6109 Filed 3-8-79: 8:45 am]

[4110-03-M]

[21 CFR Part 870]

Wocket No. 78N-14131

MEDICAL DEVICES

Classification of diagnostlic Infravascutar
Catheters

AGENCY: Food and Drug Administra-
tion

ACTION: Proposed Rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying diagnostic intravascular
catheters into class II (performance
standards). The FDA is also publish-
ing the recommendations of the Car-
diovascular Device Classification
Panel, the General and Plastic Sur-
gery Device Classification Panel, the
Neurological Device Classification
Panel, and the Radiological Device
Classification Panel that the device be
classified into class IL The effect of
classifying a device into class II is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
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the device. After considering public
commentsi FDA will issue a final regu-
latlon classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of1976. -
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER.

ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HF-450), Food
and Drug- Administration, Depart-
ment of Health, Education, and W61-
fare,, 8757 - Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANuL RECOMMENDATION

A proposal elsewhere in-this issue of
the FEDERAL REGISTER provides back-
ground information concerning thede-
velopment of the proposed regulation
The Cardiovascular Device Classifica-
tion Panel, the General and Plastic
Surgery Device Classification Panel,
the Neurological Device Classification
Panel, and the Radiological Device
Classification Panel, FDA advisory
committees, made the following rec-
ommendation with respect to the clas-
sification of diagnostic intravascular-
catheters:

1. Identification: An intravascular di-
agnostic -catheter is a device used to
record intracardiac pressures, to
sample blood, and to introduce sub-
stances into the heart and vessels. In-
cluded In this generic group are right-
heart catheters, left-heart catheters,
and angiographic catheters, among
others.

2. Recommended classification: Class
II (performance standards). The
Panels recommend that establishing a
performance standard for this device
be a high priority.

3.'Summary of reasons for recom-
mendation: The Panels recommend
that intravascular diagnostic catheters
be classified into class II because this
device is neither life-supporting nor
life-sustaining, but is potentially haz-
ardous to life or health even when
properly used. Because the device. is
placed directly in contact with the
bloodstream, it should be designed and
constructed to minimize foreign body
reactions and disruption of normal
blood flow. Materials used in the
device should meet a generally accept-
ed satisfactory level of tissup and
blood compatibility, including require-
ments for adequate surface finish and

cleanliness, which -may affect the
degree of compatibility. The mechani-
cal design of the device should also
ensure adequate frequency response.
The device is used with other devices
in a system that may be hazardous if
not satisfactorily assembled, used, and
maintained. The -Panels believe that
general controls alone would not pro-
vide sufficient control over the per-
formance characteristics of this
device. The Panels believe that a per-
formance standard will provide reason-
able assurance of the safety and effec-
tiveness of the device and that there is
sufficient information to establish a
standard to provide such assurance.

4. Summary of data on which the -

recommendation is based: The Panel
members based their recommenda-
tions on the potential hazards associ-
ated with the inherent properties of
the . device and ,on their personal,
knowledge of, and experience with,
the device.

5. Risks. to health: (a) Thromboem-
bolism: Inadequate blood compatibil-
ity of the materials used in this device
and inadequate surface- finish and,
cleanliness may lead to potentially de-
bilitating or fatal thromboemboll. (b)
Cardiac perforation-and vessel dissec-
tion: If the catheter or catheter tip is
rough, or if the catheter- is too stiff,
cardiac perforation and vessel dissec-
tionjmay result. (c) Misdiagnosis: Inad-
equate mechanical design with regard
to frequency response can lead to gen-
eration of inaccurate diagnostic data.
If inaccurate diagnostic data are used
in managing the patient, the physician
may prescribe a course of treatment
that places the patient at risk unnec-

- essarily. -

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panels' recommendations and is pro-
posing that, the diagnostic intravascu-
lar catheter be classified into class II
(performance -standards). The Com-
missioner believes that a performance
standard is necessary for this device
because general controls by them-
selves are insufficient to control the
risks to health. A performance stand-
ard would brovde reasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-
lieves that there is sufficient informa-
tion to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device. Because
the device is more commonly used in
cardiovascular catheterization proce-
dures, the device will be listed in the
Code of Federal Regulations under
cardiovascular devices. Although diag-
nostic intravascular catheters are used
both as diagnostic devices and as mon-
itoring devices, they will be listed in
the Code of Federal . Regulations
under cardiovascular diagnostic de-

vices because diaghosis is the more
common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs, 513.
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart B by adding new
§ 870.1200 as follows:

§ 870.1200 Diagnostic intrzvascular, cath-
eter.

(a) Identification. An Intravascular
diagnostic catheter is a device used to
record intracardiac pressures, to
sample blood, and to introduce sub-
stances into the heart and vessels. In-
cluded in this generic group are right-
heart catheters, left-heart catheters,
and angiographic catheters, among
others.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit tp the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that Individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JOSEPH P. HILE,

Associate Commissioner
for Regulatory Affars

[FR Doe. 79-6110 Filed 3-8-79: 8:45 aml

[4110-03-M]

[21 CFR Part 8701

[Docket No. 78N-1414]

MEDICAL DEVICES

Classification of Continuous Fluth CathotorS
AGENCY: Food and Drug Administra-
tion. o

ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) Is issuing for
public comment a proposed regulation
classifying continuous flush catheters
into class II (performance standards).
The FDA Is also publishing the recom-
mendation of the Cardiovascular
Device Classification Panel that the
device into class II is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments,
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FDA will issue a final regulation clas-
sifying the device. These actions are
being taken under the Medical Device
Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER.

ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:.

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and. Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

- PANEL. RECOLMENDATION

A proposal elsewhere in this issue of
the FEDErAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion ivith respect to the classification
of continuous flush catheters:

1. Identification: A continuous flush
catheter is an attachment to a cath-
eter-transducer system that permits
continuous intravascular flushing at a
slow infusion rate for the purpose of
eliminating clotting, back-leakage, and
waveform damping.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
low priority.

3. 'Summary of reasons for recom-
mendation: The Panel recommends
that the continuous flush catheter be
classified into class II because this
device is neither life-supporting nor
life-sustaining, but is potentially haz-
ardous to life or health even when
properly used. If the design of the
device is inadequate for accurate and
precise measurement of physiological
functions through the catheter
system, the resulting misdiagnosis
could have a significant negative

-effect on the patient's health. Because
the device is placed directly in contact
with the bloodstream, it should be de-
signed and constructed to minimize
disruption of normal blood flow and
foreign body reactions. Materials used
in the device should meet a generally
accepted satisfactory level of tissue
and blood compatibility, including' re-
quirements for adequate surface finish
and cleanliness, which may affect the
degree pf compatibility. Performance

characteristics, including accuracy, re-
producibility, and any limitations on
the device's ability to keep the cath-
eter free of clots without Inhibiting
the measurement of any physiological
function, should be maintained at a
generally accepted satisfactory level
and should be made known to the user
through special labeling. The device Is
used with other devices in a system
that may be hazardous if not satisfac-
torily assembled, used, and main-
tained. The Panel believes that gener-
al controls alone would not provide
sufficient control over the perform-
ance characteristics of this device. The
Panel believes that a performance
standard will- provide reasonable assur-
ance of the safety and effectiverfess of
the device and that there is sufficient
information to establish a standard to
provide such assurance.

4. Summary of data on which the
recommendation Is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl.
edge of, and experience with, the
device.

5. Risks to health: (a) Thromboem-
bolism: Inadequate blood compatibil-
ity of the materials used in this device
and inadequate surface finish and
cleanliness may lead to potentially de-
bilitating or fatal thromboemboll. (b)
Embolism: Pieces of the catheter that
break or flake off may form potential-
ly debilitating or fatal emboll. (c)
Tissue and blood damage: If the mate-
rials, surface finish, or cleanliness of
this device are inadequate, damage to
the blood and tissue may result. (d)
Gas embolism: If the infusion solution
that flushes through the catheter Is
exhausted, a potentially debilitating
or fatal- gas embolism can escape into
the bloodstream. (e) Hypervolemla:
Overinfusion of the solution used to
flush the catheter can lead to hyper-
volemia (abnormal increase in the
blood plasma volume). (f) Mlsdiagno-
sis: Inadequate design with regard to
possible degradation of the physiologi-
cal waveform being measured can lead
to generation of inaccurate diagnostic
data. If inaccurate diagnostic data are
used in managing the patient, the phy-
sician may prescribe a course of treat-
ment that places the patient at risk
unnecessarily.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the continuous flush cath-
eter be classified into class II (per-
formance standards). The Commis-
sioner believes that a performance
standard is necessary for this device
because general controls by them-
selves are insufficient to control the
risks to health. A performance stand-

ard would provide reasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-
lieves that there is sufficient informa-
tion to establish a standard tQ provide
reasonable assurance of the safety and
effectiveness of the device. Although
continuous flush catheters are used
both as diagnostic devices and as mon-
itoring devices, they will be listed in
the Code of Federal Regulations
under cardiovascular diagnostic de-
vices because diagnosis is the more
common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart B by adding new
§ 870.1210 as follows:

§ 870.1210 Continuous flush catheter.
(a) Identification. A continuous

flush catheter is an attachment to a
catheter-transducer system that per-
mits continuous intravascular flushing
at a slow infusion rate for the purpose
of eliminating clotting, back-leakage,
and waveform damping.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979, submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,"
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 am. and 4 p.m, Monday through
Friday.

Dated: February 26, 1979.
JosEPH P. Hns,

Associate Commissionerfor
RegulatoryAffairs.

[FR Do. '79-6111 Piled 3-8-'79; 8:45 am]

[4110-03-M]
[21 CFR Part 8701

(Docket No. '78N-1415]

MEDICAL DEVICES

Classification of EIledrode Recording Catheters
and Electrode Recording Probes -

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying electrode recording cath-
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eters and electrode recording probes-
into class II (performance standards).
The FDA is also publishing the recom-
mendation of the Cardiovascular
Device Classification Panel that the
device be classified into class II. The
effect of classifying a device into class
II is to provide for the future develop-
ment of one or more performance
standards to assure the safety and ef-
fectiveness of the device. After c6nsid-
ering public comments, FDA will Issue
a final regulation classifying the
device. These actions are being taken
under the Medical Device Amend-
ments of 1976.:
DATE: Comments by May 8,1979. The
Commissioner of Food and Drugs pro-
poses that the final regulation based
on this proposal become effective 30
days after the date of its publication
in the FEDERAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FIRTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (EFK-450), Fpod
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL REcovmmmATiON

A proposal elsewhere in this issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device' Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of electrode recording catheters and
electrode recording probes:

1. Identification: Electrode recording
catheters and electrode recording
probes are devices used to detect an in-
tracardiac electrocardiogram, or -to
detect cardiac output or left-to-right
heart shunts. The devices may be uni-
pplar or multipolar for electrbcardio-
gram detection, or may be a platinum
tipped catheter which senses the pres-
ence of a special indicator for cardiac
output or left-to-right heart shunt de-
terminations.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for these devices
be a high priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that electrode recording catheters and
electrode rebording probes be classi-
fied Into class II because these devices
are neither life-supporting nor life-sus-
taining, but are potentially hazardous

PROPOSED RULES

to life -or health even when properly
used. Because the devices are placed
directly in contact with the blood-
stream, -they should be designed and
constructed to minimize disruption of
normal blood flow and foreign body
reactions. Materials used in the de-
vices should meet a generally accepted
satisfactory level of tissue and blood
compatibility, including requirements
for adequate surface finish and clean-
liness, which may affect the degree of
compatibility. The devices are used
with other devices in a system that
may be hazardous if not satisfactorily
assembled, used, and maintained. The
Panel believes that general controls
alone w fild not provide sufficient con-
trol over the performance characteris-
tics of these devices. The Panel be-
lieves that a performance standard
will provide reasonable assurance of
the safety and effectiveness of these
devices and that there is sufficient in-
formation to establish a standard to
provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of these
devices and on their personal knowl-
edge of, and experience with, these de-
vices.

5. Risks to health: (a) Thromboem-
bolism: Inadequate blood, compatibil-
ity of the materials used in these de-
vices and inadequate surface finish
and cleanliness may lead to potentially
debilitating or fatal thromboemboll.
(b) Cardiac perforation and vessel dis-
section: If the catheter or catheter tip
is rough or if the catheter is too stiff,
cardiac perforation and vessel dissec-
tion may result. () Embolism: Pieces
of the catheter that break or flake off
may form potentially, debilitating or
fatal emboli.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that electrode recording cath-
eters and electrode recording probes
be classified into'class II (performance
standards). The Commissioner believes
that a performance standard is neces-
sary for these devices because general
controls by themselves are insufficient
to control the risks to health. A per-
formance standard would provide rea-
sonable assurance of the safety and ef-
fectiveness of these devices. The Com-
missioner also believes that there is
sufficient information to establish a
standard to provide reasonable assur-
ance of the safety and effectiveness of
these devices. Although electrode re-
cording catheters and electrode re-
cording probes are used both as diag-
nostic devices and as monitoring de-
vices, they will be listed in the Code of
Federal Regulations under cardiovas-

cular diagnostic devices because diag-
nosis is the more common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under aU-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 In Subpart B by adding now
'§ 870.1120 as follows:

§ 870.1220 Electrode recording catheter
and electrode recording probe.

(a) Identification. Electrode record-
ing -catheters and electrode recording
probes are devices used to detect an In-
tracardiac electrocardiogram, or to
detect caridae output or left-to-right
heart shunts. The device may be unt-
polar ,or multipolar for electrocardio-
gram detection, or may be a platinum
tipped catheter which senses the pres-
ence of a special Indicator for cardiac
output or left-to-right heart shunt do-
terminations.

(b) Classification, Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found In
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Date: February 26, 1979,
JOSEPH P. HILE,

Associate Commissionerfor
RegulatoryAffairs,

[FR Doc. 79-6112 Filed 3-8-19; 8:45 am]

[41 10-03-M]

121 CFR Port 870]

[Docket No. 78N-14163

MEDICAL DEVICES
Classification of Fiberoplic Oximetor Catheters

AGENCY: Food and Drug Administra.
tion.
ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad.
ministration (FDA) Is issuing for
public comment a proposed regulation
classifying fiberoptic oximeter cath-
eters into class II (performance stand-
ards). The FDA is also publishing the
recommendation of the Cardiovascular
Device Classification Panel that the
device be classified into class II. The
effect of classifying a device into class
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II is to provide for the future develop-
ment of one or more performance
standards to assure the safety and ef-
fectiveness of the device. After consid-
ering public comments, FDA will issue
a final regulation classifying the
device. These actions are being taken
under 'the Medical Device Amend-
ments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FmDERAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HIFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT.

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration,>Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION

A proposal elsewhere in this issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of fiberoptic oximeter catheters:

1. Identification: A fiberoptic oxim-
eter catheter is a device used to esti-
mate the oxygen saturation of the
blood. It consists of two fiberoptic
bundles that conduct light at a desired
wavelength through blood and detect
the reflected and scattered light at the
distal end of the catheter.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
medium priority.

3. Summary of reasons for recom-
mendatiom The Panel recommends
that the fiberoptic oximeter catheter
be classified into class n because this
device is neither life-supporting nor
life-sustaining, but is potentially haz-
ardous to life or health even when
properly used. Because the device is
placed directly in contact with the
bloodstream it should be designed and
constructed to minimize disruption of
normal blood flow and foreign body
reactions. Materials used in the device
should meet a generally accepted satis-
factory level of tissue and blood com-
patibility, including requirements for
adequate surface finish and cleanli-
ness, which may affect the degree of
compatibility. The fiberoptic materials

used in the device should allow the
proper transmission of light energy to
assure adequate diagnostic results
from the system in which It is used.
The device is used with other devices
in a system that may be hazardous if
not satisfactorily assembled, used, -and
maintained. The Panel believes that
general controls alon6 would not pro-
vide sufficient control over the per-
formance characteristics of this
device. The Panel believes that a per-
formance standard will provide reason-
able assurance- of safety and effective-
ness of the device and that there is
sufficient informatiofi to establish a
standard to provide such assurance.

4. Summary of data on 'which the
recommendation Is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Misdiagnosis:
Inadequate design of the fiberoptic
bundles can lead to generation of inac-
curate diagnostic data. If inaccurate
diagnostic data are used in managing
the patient, the physician may pre-
scribe a course of treatment that
places the patient at risk unnecessar-
ily. (b) Thromboembolism: Inadequate
blood compatibility of the materials
used in this device and inadequate sur-
face finish and cleanliness may lead to
potentially debilitating or fatal throm-
boemboli. (c) Embolism: Pieces of the
catheter that break or flake off may
form potentially debilitating or fatal
emboli. (d) Cardiac perforation and
vessel dissection: If the batheter or
catheter tip is rough, or If the catheter
is too stiff cardiac perforation and
vessel dissection may result.

PnOPosED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the fiberoptic oximeter
catheter be classified into class II (per-
formance standards). The Commis-
sioner believes that a performance
standard is necessary for this device
because general controls by them-
selves are insufficient to control the
risks to health. A performance stand-
ard would provide reasonable assur-
ance to the safety and effectiveness of
the device. The Commissioner also be-
lieves that there is sufficient informa-
tion to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device. Although
fiberoptlc oximeter catheters are used
both as diagnostic devices and as mon-
itoring devices, they will be listed in
the Code of. Federal Regulations
under cardiovascular diagno4lp de-
vices because diagnosis Is the more
common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513.
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart B by adding new
§ 870.1230 as follows

§ 870.1230 Fiberoptic oximeter catheter.
(a) Identification. A fiberoptic oxi-

meter catheter is a device used to esti-
mate the oxygen saturation of the
blood. It consists of two fiberoptic
bundles that conduct light at a desired
wavelength through blood and detect
the reflected and scattered light at the
distal end of the catheter.

(b) Classification- Class II (perform-
ance standards).

Interested persons may, on or before
May 8. 1979 submit to the Hearing
Clerk (HFA-305). Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MI 20857. written
comments 'regarding this proposal

.Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 am. and 4 p.., Monday through
Friday.

Dated: February 26, 1979.
Joszen P. HrLr,

Associate Commissioner,
forRegulator- Affaimrs

[FR. Doc. 79- 6113 Filed 3-8-'9 8:45 am]

[41 10-03-M]

[21 CR Pt 8701

[Docket No. 78N-14171

MEDICAL VMCS

Classification of Flow-Dieded Catheters

AGENCY: Food and Drug Administra-
tion.
ACTION. Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) Is issuing for
public comment a proposed regulation
classifying flow-directed catheters into
class II (performance standards). The
FDA Is also publishing the recommen-
dations of the Cardiovascular Device
Classification Panel and the General
and Plastic Surgery Device Classifica-
tion Panel that the device be clasifled
into class IL The effect of classifying a
device intd class II is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments,
FDA will Issue a final regulation clas-
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sifying the device. These actions ar(
being taken under the Medical Device
Amendments of 1976.
DATES: Comments by May 8, 1979
The Commissioner of Food and Drugt
proposes that the final regulatior
based on this proposal become effec
tive 30 days after the date of its publi
cation in the FEDERAL REGISTER.
ADDRESS: Written comments to thf
Hearing Clerk (HFA-305), Food anc
Drug Administration, Rm. 4-65, 560(
Fishers Lane, Rockville, AD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. - Rahmoeller, Bureau o1
Medical DeVices (HFK-450), Food
and Drug Administration, Depart
ment of Health, Education, and Wel.
fare, 8757 Georgia Ave., Silvei
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOmxENnATION

A proposal elsewhere in this issue o1
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation,
The Cardiovascular Device Classifica.
tion Panel and the -General and Plas-
tic Surgery Device Classification

* Panel, FDA advisory committees,
made the following recommendations
with respect to, the, classification oI
flow-directed catheterS:

1. Identification: A flow-directed
catheter is a device that incorporates a
gas-filled balloon to help direct the
catheter to the desired position.

2. Recommended classification: Class
II (performance standards). The
Panels recommend that establishing a
performance standard for this device
be a high priority.

3. Summary of reasons for recom-
mendation: The Panels recommend
that flow-directed catheters be classi-
fied into class II because this device is
neither life-supporting nor life-sus-
taining, but is potentially hazardous to
life or health even when properly
used. Because the device is placed di-
rectly in contact with the bloodstream
it should be designed and constructed
to minimize disruption of normal
blood flow and foreign body reactions.
Materials used in the device should
meet a -generally accepted satisfactory
level of tissue and blood compatibility,
including requirements for adequate
surface finish and cleanliness, that
may affect the degree of compatibil-
ity. In addition, the material used for
the balloon should not be excessively
permeable to the filling gas,, and the
balloon burst strength should meet
certain minimum requirements. The
device is used with other devices in a
system that may be hazardous if not
satisfactorily assembled, used, and
maintained. The Panels believe that

general controls alone would not pro-
vide sufficient control over the per-
formance characteristics of this
device. The Panels believe that a per-

s formance standard will provide reason-
able assurance of the safety and effec-

. tiveness of the device and that there is
sufficient information to establish a
standard to provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommenda-
tions *on the potential hazards associ-
ated with the inherent properties of

r the device and on their personal
knowledge of, and experience with,
the device.

5. Risks to health: (a) Thromboem-
K bolism: Inadequate blood campatibi-

lity of the materials used in this device
and inadequate surface finish and
cleanliness may lead to potentially de-
bilitating or fatal thrbmboemboli. (b)
Embolism: Pieces of the catheter that
break or flake off may form potential-
ly debilitating or fatal emboli. (c) Gas
embolism: A rupture or a leak in the
flow-directed catheter can allow po-
tentially debilitating or fatal- gas
emboli to escape in the bloodstream.

PROPOSED CLASSIFICATION

* The Commissioner agrees with the
, Panel's recommendations and is pro-

posing that the flow-directed catheter
be classified into class II (performance
standards). The Commission believes
that a performance standard is neces-
sary for this device because general
controls by themselves are insufficient
to control the risks to health. A per-
formance standard would provide rea-
sonable assurance of the safety and ef-
fectiveness of the deice. The Commis-
sioner also believes that there is suffi-
cient information to establih a stand-
ard to provide reasonable assurance of
the safety and effectiveness of the
device. Because the device is more
commonly used in cardiovascular cath-
eterization procedures, this device wll
be listed in the Code of Federal Regu-
lations "under cardiovascular devices.
Although flow-directed catheters are
used both'as diagnostic devices and as
monitoring devices, they will be listed
in the Code of Federal Regulations
under cardiovascular diagnostic de-
vices because diagnosis is the more
common'use.

Therefore, under the Federal Food,
* Drug, and Cosmetic Act, (sees. 513,

701(al, 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart B by addlng new
§ 870.1240 as follows:

§ 870.1240 Flow-directed catheters.-

(a) Pad ntification. A flow-directed
catheter is a device that incorporates a

gas-filled ballon to help direct the
catheter to the desired position.

(b) Classification. Class II (Perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments -regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JOSEPH P. HILE,

Associate Commissioner
for Regulatory Affairs.

[FR Doe. 79-6114 Filed 3-8-79; 8:45 am]

[4110-03-M]

[21.CFR Part 870]

[Docket No. 78N-14181

MEDICAL DEVICES
Classification of Perculaneous Catheters

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed Rule.

SUMMARY: The Food and Drug Ad-
mihistration (FDA) is Issuing for
public comment a proposed regulation
classifying percutaneous catheters
into class II (performance standards).
The FDA is also publishing the recom-
mendation of the Cardiovascular
Device Classification Panel that the
device be classified Into class II. The
effect of classifying a device into class
II is to'provide for the future develop-
ment of one or more performance
standards to assure the safety and ef-
fectiveness of the, device. After consid-
ering public comments, FDA will Issue
a final regulation classifying the
device. These actions are being taken
under the Medical Device Amend-
ments of 1976.
DATES: Comments by May 8, 1979,
The Commissioner of Food and Drugs
proposes that 'the final regulation
based on this proposal become effec-
tive 30 days after the date of Its publi-
cation in the FEDERAL REGISTER.
ADDRESS! Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockvllle, MD 20857.
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FOR FURTHER INFORMATION
CONTACT:.

'Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:
I PANSE RECOMMENDATION

A proposal elsewhere in this issue of
the FEDERAL RFxrisTE( provides back-
ground information concerning the de-
velopment of the proposed rpgulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of percutaneous catheters:

1. Identification: a percutaneous
catheter is a device that is introduced
into a vein or artery through the skin
using a dilator and a sheath (introduc-
er) or guide wire.,

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
high priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that percutaneous catheters be classi-
fied into class II because this device is
neither -life-supporting nor life-sus-
taining, but is potentially hazardous to
life or health even when properly
used. Because the device is placed di-
rectly in contact with the bloodstream
it should be designed and constructed
to minimize disruption of normal
blood flow and foreign body reactions.
Materials used in the device should
meet a generally accepted satisfactory
level of tissue and blood compatibility,
'including requirements for adequate
surface finish and cleanliness, which'
may affect the degree of compatibil-
ity. The device is used with other de-
vices -in a system that may be hazard-
ous if not satisfactorily assembled,
used, and maintained. The Panel be-
lieves that general controls alone
would not provide sufficient control
over the performance characteristics
of this device. The Panel believes that
a performance standard will provide
reasonable assurance of the safety and
effectiveness of the device and that

- there is sufficient information to es-
tablish a standard to provide such as-
surance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards' associated
with the inherent pioperties of the
device and on -their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Thromboem-
bolism: Inadequate blood compatibil-
ity of the materials used in this device
and inadequate surface finish and

PROPOSED RULES

cleanliness may lead to potentially de-
bliltating-or fatal thromboemboll. (b)
Embolism: i'leces of the catheter
which break or flake off may form po-
tentially debiltating or fatal emboll.

(c) Cardiac perforation and vessel
dissection: If the catheter or catheter
tip is rough, or if the catheter is too
stiff, cardiac perforation and vessel
dissection may result.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the percutaneous catheter
be classified into class II (performance
standards). The Commissioner believes
that a performance standard Is neces-
sary for this device because general
controls by themselves are Insufficient

,to control the risks to health. A per-
formance standard would provide rea-
sonable asurance of the safety and ef-
fectiveness of the device. The Commis-
sioner also believes that there is suffi-
cient Information to establish a stand-
ard to provide reasonable assurance of
the safety and effectiveness of the
device. Although percutaneous cath-
eters are used both as diagnostic de-
vices and as monitorng devices, they
will be listed in the Code of Federal
Regulations under cardiovascular diag-
nostic devices because diagnosis is the
more common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52"Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 In Subpart B by adding new
§ 870.1250 as follows:

§ 870.1250 Percutaneous catheter.
(a) Identification. A prcutaneous

catheter Is a device that is Introduced
into a vein or artery through the skin
using a dilator and a sheath (introduc-
er) or guide wire.

(b) CZassification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rmn. 4-65, 5600 Fishers
Lane, Rockvllle, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
men. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.
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Dated: February 26, 1919.
Jos=rn P. Hiua,

Associate Commissioner
forRegulatoryAffairs.

EFR Doe. 79-6115 Piled 3-8-79; &45 am]

[4110-03-M]

[21 CER Part 870]

[Docket No. 78N-14191

MEDICAL DEVICES

Classificalon of pH Catheter Probes

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed Rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) Is issuing for
public comment a proposed regulation
classifying pH catheter probes into
class II (performance standards). The
FDA is also publishing the recommen-
dation of the Cardiovascular Device
Classification Panel that the device be
classified into class IM The effect of
classifying a device Into class .II is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of

' the device. After considering public
comments, FDA will issue a final regu-
lation classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of 1976.
DATES: Comments by May 8, 1979.
The Cormisoner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the F=EAL REGIs=m
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration. Rm. 4-65, 5600
Fishers Lane. Rockville, MD 20857.
FOR FURT R INFORMATION
CONTACT:.

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910. 301-427-7559.

SUPPLEMENTARY INFORMATION:

PFum REcoT,.rTI=AoN
A proposal elsewhere in this issue of

the F!DzmnA. Rxaxs-xa provides back-
ground Information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the.classlficatlon
of pH catheter probes:

1. Identification: A pH catheter
probe Is a catheter with a special tip
for measuring blood pH.
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2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the pH catheter probe be classi-
fied Into class II because this device is
neither life-supporting nor life-sus-
taining, but is potentially hazardous to
life or health even when properly
used. BeCause the device is placed di-
rectly in contact with the bloodstream
it should be designed and constructed
to minimize disruption of normal
blood flow and foreign body reactions.
Materials used in the device should
meet a generally accepted satisfactory
level of tissue and blood compatibility,"
including requirements, for adequate
surface finish and cleanliness, which
may affect the degree of compatibil-
ity. Certain performance characteris-
tics of the pH catheter probe, such as
electrical isolation, accuracy, and sta-
bility, should be maintained at an ac-
cepted level and should be made
known to the user through special la-
beling. The device is used with other
devices in a system that may be haz-
ardous If not satisfactorily assembled,
used, and maintained. The Panel be-
lieves that general controls alone
would not provide sufficient control
over the performance characteristics
of this device. The Panel believes that
a performance standard will provide
reasonable assurance of safety and ef-
fectiveness of the device and that
there is sufficient information to es-
tablish a standard to provide such as-
surance.

4. Summary of data on which the*
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arfrhythmias. Electrical leakage
current can also cause electrical shock
to a physician during a catheterization
or surgical procedure, 'and this may
lead to iatrogenic complications. (b)
Misdiagnosis: If.'the zero or calibration
of the device is inaccurate or unstable,
the device may generate inaccurate di-
agnostic data. If inaccurate diagnostic
data are used in managing the patient,
the physician may prescribe a course
of treatment that places the patient at
risk unnecessarily. (c) Thromboembo-
lism: Inadequate blood compatibility
of the materials used in this device
and inadequate surface, finish and
cleanliness may lead to potentially de-

PROPOSED RULES

bilitating or fatal thromboemboli. (d)
Embolism: Pieces of the catheter that
break or flake off may form potential-
ly debilitating or fatal emboll.

PROPOSED CLASSIFCATION

The Commissioner agrees with the
Panel's recommendation and Is pro-
posing that the PH catheter probe be
classified into class 11 (performance
Standards). The Commissioner believes
that a performance standard is neces-
sary for this device because general
controls by themselves are insufficient
to control the risksto health. A per-
formance standard would provide rea-
sonable assurance of the safety and ef-
fectiveness of the device. The Commis-
sioner also believes that there Is suffi-
cient information to establish a stand-
ard to provide reasonable assurance of
the safety and effectiveness of the
device. Although pH catheter probes
are used both as diagnostic devices and
as monitoring devices, they will be
listed in the Code of Federal Regula-
tions under cardiovascular diagnostic
devices because diagnosis is the more
common use.

Therefore, under the Federal Food,
- Drug, and Cosmetic Act (secs. 513,

701(a), 52 Stat. 1055,-90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR" 5.1),
the Commissioner proposes to amend
Part 870 in Subpart B by adding -new
§ 870.1260 as follows:

§ 870.1260 pH catheter probe.
(a) Identification. A pH catheter

probe is a catheter with a special tip
for measuring blood pH.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rin. 4-65, 5600 Fishers
Lane, Rockville, VID 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received 6omments may be seen
in the above office between the hours
of 9 a.m., and 4 p.m., Monday through
Friday.

Dated: February 26, i979.

JOSEPH P. HILE,
Associate Commissioner

forRegulatoryAffairs.
[FR Doc. 79-6116 Filed 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Part 870]

[Docket No. 78N-1420]

MEDICAL DEVICES

Classification of Intracavitary Phono-Cothotor
-Systems

AGENCY: Food and Drug Administra-
tion.

ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) Is Issuing for
public comment a proposd regulation
classifying intracavitary phono-cath-
eter systems into class II (performance
standards). The FDA is also publish-
ing the recommendation of the Car-
diovascular Device Classification
Panel that the device be classified into
class II. The effect of classifying a
device into class II Is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments,
FDA will issue a final regulation clas-
sifying the device. These actions are.
being taken under the Medical Device
Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of Its publi-
cation in the MERAL REGISTER.
ADDRESS: Written comments to thb
Hearing Clerk (FHA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Gleni A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, andWel-
fare, 8757 Georgia Ave., Silver

.Spring, MD. 20910, 301-427-7559.
SUPPLEMENTARY INFORMATION:

PANEL RECOmmENDATION

A proposal elsewhere in this Issue of
'the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel,. an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of intracavitary phono-catheter sys-
tems:

1. Identificatlofi: An intracavitary
phono-catheter system Is ,a system
that includes a catheter with an acous-
tic transducer, and the associated
device .that processes the signal from
the transducer; this device records
bloacoustic phenomena from a trans-
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ducer placed within the heart, blood
vessels, or body cavities.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that .the intracavitary phono-catheter
system be classified into class II (per-
formance standards) because this
device is neither life-supporting nor R1-
fesustaining but is potentially hazard-
ous to life or health even when proper-
ly used. Because the device is placed
directly in contact with the blood-
stream it should be designed and con-
structed to minimize disruption of
normal blood flow and foreiin body
reactions. Materials used in the device
should meet a generally accepted satis-
factory level of tissue and blood com-
patibility, including requirements for
adequate surface finish and cleanli-
ness, which may affect the degree of
compatibility. The acoustic transducer
has performance characteristics such
as electrical isolation, accuracy, and
stability that should be maintained at
an acceptable level and should be
made known to the user through spe-
cial labeling. The device is used with
other devices in a system that may be
hazardous if not satisfactorily assem-
bled, used, and maintained. The Panel
believes that general controls alone
would not provide sufficient control
over the performance characteristics
of this device. The Panel believes that
a performance standard will provide
reasonable assurance of the safety and
effectiveness of the device and that
there is sufficient information to es-
tablish a standard to provide such as-
surance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
0evice.

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmias. Electrical leakage
currrent can also cause electrical
shock to a physician during a catheter-
ization or surgical procedure, and this
may lead to iatrogenlc complications.
(b) Misdiagnosis: If the zero or calibra-
tion of the device is inaccurate or un-
stable, the device may generate inac-
curate diagnostic data. If inaccurate
diagnostic data are used in managing
the patient, the physician may pre--
scribe a course of treatment that
places the -patient at risk unnecessar-
ily. (c) Thromboembolism: Inadequate

PROPOSED RULES

blood compatibility of the materials
used in this device and inadequate sur-
face finish and cleanliness may lead to
potentially debilitating or fatal throm-
boemboli. (d) Embolism: Pieces of the
catheter that break or flake off may
form potentially debilitating or fatal
emboll. (e) Cardiac perforation and
vessel dissection: If the catheter or
catheter tip is rough, or if the catheter
is too stiff, cardiac perforation and
vessel dissection may result.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the intracavitary phono-
catheter system be classilled into class
II (performance standards). The Com-
missioner believes that a performance
standard is necessary for this device
because general controls by them:
selves are insufficient to control the
risks to health. A performance stand.
ard would provide reasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-
lieves that there is sufficient informa-
tion to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device. Although
intracavitary phono-catheter systems
are used both as diagnostic devices and
as monitoring devices, they will be
listed in the Code of Federal Regula-
tions under cardiovascular diagnostic
devices because diagnosis is the more
common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
7Ol(a), 52 Stat. 1055, 90 Stat. -540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1).
the Commissioner proposes to amend
Part 870 in Subpart B by adding new
§ 870.1270 as follows:

§ 870.1270 Intracavitary phono-catheter
system.

(a) Identification. An intracavitary
phono-catheter system Is a system
that includes a catheter with an acous-
tic transducer and the associated
device that processes the signal from
the transducer, this device records
bloacoustic phenomena from a .trans-
ducer placed within the heart, blood
vessels, or body cavities.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (EFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
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In the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JosEPH P. Hrz!

Associate Commissioner
for Regulatory Affairs.

[FR Doc. 79-6117 Filed 3-8-9:8:45 am]

(4110-03-M]

[21 CFR Part 8701

[Docket No. 78N-14213
MEDICAL DEVICES

Classlfication of Steerable Catheters

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed Rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying steerable catheters into
class II (performace standards). The-
FDA Is also publishing the recommen-
dation of the Cardiovascular Device
Classification Panel that the device be
classified into class IM The effect of
classifying a device into class TT is to
provide for the future development of
one or more performance stanaards to
assure the safety and effectiveness of
the device. After considering public
comments. FDA will issue a final regu-
lation classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL RFrsTin.
ADDRESS: Written comments to the
Hearing Clerk (HPA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:.

Glenn A. Rahmoeller, Bureau of
Medical Devices (H=K-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECO:mLD=.mOx
A proposal elsewhere in this issue of

the FEm m RExasxa. provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classfica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of steerable catheters:
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1. Identification: A steerable cath-
eter Is a catheter used for diagnostic
and monitoring purposes whose move-
ments are directed by a steering con-
trol unit.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device'be a
low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the steerable catheter be classi-
fied into class II because this device is
neither life.supporting nor life-sus-
taining, but is potentially hazardous to
life or health even when properly
used. Because the device is placed di-
rectly in contact with the bloodstream
It should be designed and constructed
to minimize disruption of normal
blood flow and foreign body reactions.
Materials used in the device should
meet a generally accepted' satisfactory,
level of tissue and blood compatibility,
including requirements for adequate
surface fihish and cleanliness, which
may affect the degree of compatihil-
ity. The devise is used with- other de-
vices in a system that may be hazard-
ous if not satisfactorily assembled,
used, and maintained. The Panel be-
lieves that general controls alone
would not provide sufficient control
over the performance characteristics
of this device. The Panel believes that
a performance standard 'will provide
reasonable assurance of the safety and
effectiveness of the device and that
there is sufficient information to es-
tablish a standard to provide such as-
surance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential haszards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Thromboem-
bolism: Inadequate blood compatibil-
ity of the materials used in this device
and inadequate surface finish and
cleanliness may ldad to potentially de-
bilitating or fatal thromboembolL (b)
Embolism: Pieces of the catheter that
break or flake .off may form potential-
ly debilitating or fatal embolL (c) Car-
diac perforation and vessel dissection:
If the catheter or catheter tip is
rough, or if the catheter is too stiff,
cardiac perforation and-vessel dissec-
tion may result.

PROPOsED CLAssIrcAMo

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the steerable catheter be
classified into class II (performance
standards). The Commissioner believes
that a performance standard is neces-
sary for this device because general

PROPOSED RULES

controls by themselves are insufficient
to control the risks to health. A per-
f6rmance standard would provide rea-
sonable assurance of the safety and ef-
fectiveness of the device. The Commis-
sioner also believes that there is suffi-
cient information to establish a stand-
ard to provide reasonable assurance of
the safety and effectiveness of the
device. Although" steerable catheters
are used both as diagnostic devices and-
as monitoring devices, they will be
listed in the Code of Federal Regula-

-tiong under cardiovascular diagnostic
devices because diagnosis is the more
common use.

Therefore under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart B by adding new
§870.1280 as follows:

§ 870.1280 Steerable catheter.
(a) Ident fication. A steerable cath-

eter is a catheter used for diagnostic
and monitoring purposes whose move-
ments are- directed by a steering con-
trol unit.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk-(HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that, individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.

JOSEPH P. HILE,
• Associate Commissioner

for Regulatoj Affairs.
[FR. Doc. '79- 6118 Filed 3-8-79; 8:45 am]

[4110-03-M]

[21 CR Part 8701

[Docket No. '78N-1422

MEDICAL DEVICES

Classification of Steerable Catheter Control
- Systems

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed Rule.
SUMMIvlARY The Food and Drug Ad-
ministration (FDA) is" issuing for
public comment a proposed regulation

classifying steerable catheter control
systems into class II (performance
standards). The FDA is also publish-
Ing the recommendation of the Car-
diovascular Device Classification
Panel that the device be classified into
class II. The effect of classifying a
device into class II Is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments,'
FDA will Issue a final regulation clas-
sifying the device. These actions are
being taken under the Medical Device
Amendments of 1976.
DATE: Comments by May 8, 1979. The
Commissioner of Food and Drugs pro-
poses that the final regulation based
on this proposal .become effective 30
days after the date. of its publication
in the FEDERAL REGISTER.

ADDRESS" Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:.

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-1559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION

Apropdsal elsewhere in this issue of
the FEDERAL REGISTER provides back-
ground Information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of steerable catheter control systems:

1. Identification: A steerable cath-
eter control system is a device that Is
connected to'the proximal end of a
steerable guide wire that controls the
motion of the steerable catheter.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the steerable catheter control
system be classified into class 1I be-
cause this device is neither life-sus-
taining nor life-supportng, but is pot
tentially hazardous to life or health
even when properly used. If the me-
chanical design of the device is inad-
equate for proper steering of a cath-
eter, use of the device could result In
cardiac perforation or vessel dissec-
tion. Performance characteristics, in-
cluding any limitations on the device's
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mpchanical ability to steer a catheter,
should be maintained at a generally
accepted satisfactory level and should
be made known to the user through
special labeling. The device is used
with other devices in a system that
may be hazardous if not satisfactorily
assembled, used, and maintained. The
Panel believes that general controls
alone would not provide sufficient con-
trol over the performance characteris-
tics of this device. The Panel believes
that a performance standard will pro-
vide reasonable assurance of the
safety and effectiveness of the device
and that there is sufficient informa-
tion to establish a standard to provide
such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: Cardiac perfora-
*tion and vessel dissection: If the me-
chanical design of the device does not
properly control the motion of the
catheter to which the device is at-
'tached, cardiac perforation and vessel
dissection may result.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the steerable catheter con-
trol system be classified into class II
(performance standards). The Com-
missioner believes that a performance
standard is necessary for this device
because general controls by them-
selves are insufficient to control the
risks to health. A performance stand-
ard would provide reasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-
lieves that there is sufficient informa-
tion to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device. Although
steerable catheter control systems are
used both as diagnostic devices and as
monitoring devices, they will be listed
in the Code of Federal Regulations
under cardiovascular diagnostic de-
vices because diagnosis is the more
common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart B by adding new
§ 870.1290 as follows:

§ 870.1290 Steerable catheter control
system.

(a) Identification. A steerable cath-

eter control system is a device that is
connected to the proximal end of a

PROPOSED RULES

steerable guide wire that controls the
motion of the steerable catheter.

(b) C7assificatlon. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305). Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that Individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found In
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between thp hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JOSEPH P. HULE.

Associate Commissioner
forRegulatory Affairs.

EFR Doe. 79-6119 Filed 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Part 870]

.Docket No. 78N-1423]
MEDICAL DEVICES

Classification of Catheler Connulas

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) Is issuing for
public comment a proposed regulation
classifying catheter cannulas into class
II (performance standards). The FDA
is also publishing the recommendation
of the Cardiovascular Device Classifi-
cation Panel that the device be classi-
fied into class II. The effect of classi-
fying a device into class II s to provide
for the future development of one or
more performance standards to assure
the safety and effectiveness of the
device. After considering public com-
ments, FDA will issue a final regula-
tion classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of Its publi-
cation in the FEDERAL REGIsTER..
ADDRESS: Written comments to the
Hearing Clerk (HPA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, ID 20857.
FOR FURTHER INFORMATION
CONTACT.

Glenn A. Rahmoeller, Bureau of
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Medical Devices (-FK450), Food
and Drug Administration. Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PA=EL REComm.DTION

A proposal elsewhere in this issue of
the FMERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of catheter cannulas:

1. Identification: A catheter cannula
is a hollow tube which is inserted into
a vessel or cavity; this device provides
a rigid or semirigid structure which
can be connected to a tube or connec-
tor,

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the catheter cannula be classified
into class II because this device is nei-
ther life-supporting nor life-sustain-
ing, but is potentially hazardous to life
or health even when properly used
Because the device is placed directly in
contact with the bloodstream, it
should be designed and constructed to
minimize disruption of normal blood
flow and foreign body reactions. Mate-
rials used in the device should meet a
generally accepted satisfactory level of
tissue and blood compatibility, includ-
ing requirements for adequate surface
finish and cleanliness, which may
affect the degree of compatibility. The
Panel believes that general controls
alone would not provide sufficient con-
trol over the performance characteris-
tics of this device. The Panel believes
that a performance standard will pro-
vide reasonable assurance of the
safety and effectiveness of the device
and that there is sufficient informa-
tion to establish a standard to provide
such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: Tissue and blood
damage: If the materials, surface
finish, or cleanliness of this device are
inadequate, damage to the blood and
tissue may result.
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PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the catheter cannula be
classified into class II (performance
standards). The Commissioner believes
that a performance standard is neces-
sary for this device because general
controls by themselves are insufficient
to control the risks to health. A per-
formance-standard would provide rea-
sonable assurance of the safety and ef-
fectiveness of the device. The Commis-
sioner also believes that there is suffi-
cient information to establish a-stand-
ard to provide reasonable assurance of
the safety and effectiveness of the
device. Although catheter cannulas
are used both as diagnostic devices and
as monitoring devices, they will be
listed in the Code of Federal Regula-

• tions under cardiovascular diagnostic
devices because diagnosis is the more
common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart. B by adding new
§ 870.1300 as follows:

§ 87Q.1300 Catheter cannula.

(a) Identification. A catheter can-
nula is a hollow tube which is inserted
into a vessel or cavity; this device pro-
vides a rigid or semirigid structure
which can be connected to a tube or
connector.

(b) Classification. Class I (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket numbdr found in
brackets in the heading of this docu-
ment. Received comments may be seen
In the above office between the hours
of 9 a:m. and 4 p.m, Monday through
Friday.

Dated: February 26, 1979.

JOSEPH P. HILE,
Associate Commissioner

for Regulatory Affairs.
[FR Doc. 79-6120 FiledZ3-8-79; 8:45 am]

PROPOSED RULES

[41 10-03-M]

[21 CFR Part 870]

[Docket No. 78N-1424]

MEDICAL DE1ICES

Classification of Vessel Dilators for
Percutaneous Catheterization

AGENCY: Food and Drug Administra-
tion.
ACTION Proposed Rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying vessel dilators for percutan-
eous catheterization into class II (per-
formance standards). The FDA is also
publishing the recommendation of the
Cardiovascular Device Classification
Panel that the device be classified into
class II. The effect of classifying a
device into class Ir is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public 'comments,
FDA will issue a final regulation clas-
sifying the device. These actions are
being taken under the Medical Device
Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner-of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of is publi-
cation in the FzDEAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, -8757 Georgia Ave., Silver
Spring, Md 20910, 301427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMMIENDATION

A proposal elsewhere in this issue of
the FEDERAL REGISTER provides back-
ground, information concerning the de-
velopment of the proposed regulation.
The Caradiovascular Device Classifica-
tion-Panel, ,an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of vessel dilators for percutaneous
catheterization:

1..Identification: A vessel dilator for
percutaneous catheterization is a
device which is placed over the guide
wire to enlarge the opening in thq
vessel, and which is then .removed
before sliding the catheter over the
guide wire.

2. Recommended classification: Class
II (performance standards): The Panel
recommends that establishing a per-
formance standard for this device be a
medium priority.

3. Summary of reasons for recom-
mendation: The panel recommends
that the vessel dilator for percutan-
eous catheterization be classified into
class II because this device Is neither
life-sustaining nor life-supporting, but
is potentialy hazardous, to life or
health even when properly used. Be-
cause the device Is placed directly In
contact with the bloodstream, it
should be designed and constructed to
minimize disruption of normal blood
flow and foreign body reactions. Mate-
rials used in the device should meet a
generally accepted satisfactory level of
tissue and blood campatibility, includ-
ing requirements foradequate surface
finish and cleanliness which may
affect the degree of compatibility. The
mechanical' design of the device
should enable it to perform its func-,
tion of enlarging the opening into the
vessel with a minimum of tissue
damage and without causing vessel dis-
section. The Panel believes that gener-
al controls alone would not provide.
suflicient control over the perform-
ance characteristics of this device. The
Panel believes that a performance
standard will provide reasonable assur-
ance of the safety and effectiveness of
the device and that there is sufficient
information to establish a standard to
provide such assurance.

4. Summary of data on which the
recommendation Is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and ofi their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Vessel dissec-
tion: If the dilator is rough, or if the
dilator is too stiff, vessel dissection
may result. (b) Embolism: Pieces of
the dilator which break or flake off
may form potentially debilitating or
fatal emboli.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the vessel dilator for per-
cutaneous catheterizationbe classified
into class II (performance standards).
The Commissioner believes that a per-
formance standard is necessary for
this device because general controls by
themselves are insufficient to control
the risks to health. A performance
standard would provide reasonable as-
surance of the safety and effectiveness
of the device. The commissioner also
believes that there Is sufficient infor-
mation to establish a standard to pro-
vide reasonable assurance of the
safety and effectiveness of the device.
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Although the vessel dilator for pei
taneous catherization is used both
diagnostic device and as a monitor
device, it will be listed in the Code
Federal Regulations under cardioi
cular diagnostic devices because d
nosis is the more common use.

Therefore, under the Federal Fc
Drug, and Cosmetic Act (secs. .
701(a), 52 Stat. 1055. 90 Stat. 540-
(21 U.S.C. 360c, 371(a))) and under
thority delegated to him (21 CPR 5
the Commissioner proposes to ami
Part 870 in subpart B by adding r
§ 870.1310 as follows:

§ 870.1310 Vssel dilator for percutane
catheterization.

(a) Identificatiom A vessel dila
for percutaneous catheterization I
device which is placed over the gu
wire to enlarge the opening in
vessel, and which is then remo
before sliding the catheter over
guide wire.

(b) Classificatio. Class II (perfo:
ance standards).

Interested persons may, on or bef
.May 8, 1979 submit to the Hear
Clerk (HFA-305), Food and Drug,
ministration, Rm. 4-65, 5600 Fisb
Lane, Rockville, MD 20857, writ
comments regarding this propo
Four copies of all comments shall
submitted, except that individt
may submit single copies of commei
and shall be identified with the H
Ing Clerk docket number found
brackets in the heading of this do
ment. Received comments may be si
in the above office between the ho
of 9 arm. and 4 p.m., Monday throt
Friday.

Dated: February 26, 1979.

JOSEPH P.HILE,
Associate Commissioner

forRegulatoryAffair
FR Doe. 79-6121 Filed 3-8-79; 8:45 am

[4110-03-M]
[21 CFR Part 8701

[Docket No. 78N-1425]

MEDICAL DEVICES

aossifiation of Catheter Guide Holders

AGENCY: Food and Drug Adminis
tion.
ACTION: Proposed rule
SUMMARY: The Food and Drug.
ministration (FDA) is issulug
public comment a proposed regtlat
classifying catheter guide holders I
class I (ageneral controls). The FDh
also publishing the recommendat
of the Cardiovascular Device Claw
cation Panel that the device be cla
fied into class L-The effect of class
ing a device into class I is to reqt

PROPOSED RULES

rcu- that the device meet only the general
Ls a controls applicable to all devices. After
'ing considering public comments, FDA

of will issue a final regulation classifying
7as- the device. These actions are being
lag- taken under the Medical Device

Amendments of 1976.
iod,
13, DATES: Comments by May 8, 1979.
546 The Commissioner of Food and Drugs
au- proposes that the final regulation
.1), based on this proposal become effec-
and tive 30 days after the date of its publl-
iew cation In the FEDERAL RzaRsa.

ADDRESS: Written comments to the
Hearing Clerk (HFA-305). Food and

ous Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockvilie, MD 20857.Iters a FOR FURTHER INFORMATION

ide CONTACT:.

the Glenn A. Rahmoeller, Bureau of
ved Medical Devices (HFR-450), Food
the and Drug Administration, Depart-

ment of Health, Education, and Wel-
rm- fare, 8757 . Georgia Ave., Silver

Spring, MD 20910. 301-427-7559.
ore SUPPLEMENTARY INFORMATION:
-ing
Ad- PNEL REcomZLnD&Toz
Lers A proposal elsewhere in this issue of
ten the FEDERAL REGrsrsa provides back-
sal ground Information concerning the de-
b velopment of the proposed regulation.

its, The Cardiovascular Device Classifica-
nar- tion Panel an FDA advisory commit-

- tee, made the following recommenda-
.cu- tion with respect to the classification
een of catheter guide holders:
mrs 1. Identification: A catheter guide
igh holder is a tube that holds a spring

guide during percutaneous terchnl-
ques and during storage and steriliza-
tion.

2. Recommended classification: Class
I (general controls). The Panel recom-.

s. mends that there be no exemptions.
3. Summary of reasons for recom-

mendation: The- Panel recommends
that the catheter guide holder be clas-
sified into class I (general controls) be-
cause general controls are sufficient to
provide reasonable assurance of the
safety and effectiveness of the device.
The device is a simple tube which is
not life sustaining, life supporting, or

- implanted and which is not potentially
* hazardous to life and health when
tra- properly used. The Panel believes that

the materials currently used In the
device are generally acceptable and
need no additional control require-

Ad- ments.
for 4. Summary of data on which the
ion recommendation Is based: The Panel
ato members based their recommendation
k is on the lack of potential hazards assocl-
ion ated with the inherent properties of
sift- the device and on their personal
ssi- knowledge of, and eperlence with, the
ify- device.
tire 5. Risks to health: None Identified.
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PROPOSED CtASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the catheter guide holder
be classified into class I (general con-
trols). The Commissioner believes gen-
eral controls are sufficient to provide
reasonable assurance of the safety and
effectiveness of the device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 In Subpart B by adding new
§ 870.1320 as folllows:

§ 870.1320 Catheter guide holder.
(a) Identification. A catheter guide

holder Is a tube that holds a spring
guide during percutaneous techniques
and during storage and sterilization.

(b) Class~fication. Class I (general
controls.)

Interested persons may, on or before
May 8, 1979 submit .to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm.- 4-65, 5600 Fishers
Lane, Rockvile, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
lng Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 aim. and 4 p.m., Monday through
Friday.

Dated: February 26, 19679.
Josrrn P. HnF_

Associate Commissioner
forRegulatoryAffairs

[FR Doec. 79-79-6122 Fled 3-8-79:8:45 am]

[4110-03-M]

[21 OR Part 8701

(Docket No. 78N-14261

MEDICAL DEVICES

Classification of Catheter Guide W125

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.
SUM&ARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying catheter guide wires into
class II (performance standards). The
FDA is also publishing the recommen-
dation of the Cardiovascular Device
Classification Panel and the Radiolog-
Ical Device Classification Panel that
the device be classified into class II,
and the recommendation of the Neur-
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ogical Device Classification Panel that
the device be classified into class I.
The effect of classifying a device into
class II is to provide for the future de-
velopment of one or 'more perform-
ance standards to assure the safety
and effectiveness of thue device. -After
considering public comments, 'FDA
will issue a final regulation classifying
the device. These actions are being
taken under the Medical Device
Amendments of 1976. ,
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISIER.
ADDRESS: Written comments to the
Hearing Clerk (HFA;305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.'
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PA-EL RECOMME ATION
A proposal elsewhere in tljis issue of

the FEDERAL REGISTER provides back-
ground Information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, the NeUrological'Device
Classification Panel, and the Radiolog-
ical Device Classification Panel, FDA
advisory committees, niade the follow-
ing rdcommendations with respect to
the classification of catheter guide
wires:

1. Identification: A catheter guide
wire is a coiled wire that is designed to
fit inside a percutaneous catheter for
the purpose of directing the catheter,
through a blood vessel.

2. Recommended classification: Class
II (performance 'standards). The Car-
diovascular Device Classification
Panel and the Radiological Device
Classification Panel recommend that
establishing a performance standard
for this device be a high priority. The
Neurological Device Classification
Panel recommends Class I (general
controls) with no exemptions.

3. Summary of reasons for recom-
mendation: The Cardiovascular Device
Classification Panel and the Radiolog-
ical Device Classification Panel recom-
mend that the catheter guide wire be
classified into class II because this
device is neither life-supporting nor
life sustaining, but is potentially haz-
ardous to life or health even when
properly used. Because the device is
placed directly in contact with the

PROPOSED RULES

bloodstream, it should be designed and
construdted to minimize disruption of
normal blood flow and foreign body
reactions. Materials used in the device
should meet a generally accepted satis-
factory level of tissue and blood com-
patibility, including requirements for
adequate surface finish and cleanli-
ness, which may affect the degree of
compatibility. The Panels believe that
general controls alone would not pro-
vide sufficient control over the per-
formance characteristics of this
device. The Panels believe that a per-
formance standard will provide reason-
able assurance of the safety and effec-
tiveness of the device and that there is
sufficient information to establish a
standard to provide such assurance.
The Neurological Device Classification
Panel believes that the device presents
no potential hazard to health and that
general controls are sufficient to con-
trol the safety and effectiveness of the
device and recommends classifying the
device into class I (general'controls).

4. Summary of data on which the
recommendation is based: The Panel
members based their recommenda-
tions on the potential hazards associ-
ated with the inherent properties of
the device and on their personal
knowledge of, and experience with,
the device.

5. Risks to health: (a) Thromboem-
bolism: Inadequate blood compatibil-
ity of-the materials used in this device'
and inadequate surface finish and
cleanliness may lead to potentially de-
bilitating or fatal thromboemboli. (b)
Embolism: Pieces of the catheter-that
break or flake off may form potential-
ly debilitating or fatal emboli. (c) Car-
diac perforation and vessel dissection:
If the guide wire is rough or too stiff,
cardiac perforation and vessel dissec-
tion may result.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
recommendations of the Cardiovascu-
lar Device Classification Panel and the
Radiological Device classification
Panel and is proposing that the cath-
eter guide wire-be classified into class
II (performance standards). The Com-
missioner believes that a performance
standard is necessary for this device'
because general controls by them-
selves are insufficient to control
thromboembolism, embolism, or cardi-
ac perforation and vessel dissection
listed as risks to health by the Panels.
A performance standard would provide
reasonable assurance of the safety and
effectiveness of the device. The Com-.
missioner also believes that there is
sufficient information to establish a
standard to provide reasonable assur-
ance of the safety and effectiveness of
the device. Although guide wires are
used in many different catheterization
procedures, this device will, be listed in

the Code of Federal Regulations
under cardiovascular devices because
cardiovascular uses are more common.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart B by adding new
§ 870.1330 as follows:

§ 870.1330 Catheter guide wire.
(a) Identification. A catheter guide

wire is a coiled wire that is designed to
fit inside a percutaneous catheter for
the purpose of directing the catheter
through a blood vessel,

(b) Classification. Class It (perform.
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal,
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu.
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.

JOSEPH P. HILE,
Associate Commissioner

forRegulatoryAffairs
LFR Doe. 79-6123 Filed 3-8-79; 8:45 am]

[4110-03-M]
[21 CFR Part 870]

[Docket No. 78N-14271

MEDICAL DEVICES
Classification of Catheter Percutaneous

Introducers
AdENCY: Food and Drug Administra-
tion.
ACTION: Proposed Rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is Issuing for
public comment a proposed regulation
classifying catheter percutaneous in.
troducers into class II (performance
standards). The FDA is also publish-
ing the recommendation of the Car-
diovascular Device Classification
Panel that the device be classified into
class II. The effect of classifying a
device into class II is to provide for the
future development of one or more
performance standards to assure-the
safety and effectiveness of the device.
After considering public comments,
FDA will issue a final regulation elas-
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sifying the device. These actions are
being taken under the Medical Device
Amendments of 1976.
DAT. Comments byMay 8,1979. The
Commissioner of Food and Drugs pro-
poses that the final regulation based
on this proposal become effective 30
days after the date of its publication
in the FEDERAL REGIsTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockvlle, MD 20857.
FOR FURTHER INFORMATION
CONTACT.-

Glenn A. Rahmoeller, Bureau of
Medical Devices (HEFK-450), Food
and Drug Administration, Depart--
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL REcommm oN

A proposal elsewhere in this issue of
the FEDRAL REGISTE provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with-respect to the classification
of cathetei percutaneous introducers:

1. Identification: A catheter percu-
taneous introducer is a sheath used to
facilitate placing a catheter through
the skin into a vein or artery.

2. Recommended classification: Class
II (performance standards). The panel
recommends that establishing a per-
formance standard for this device be a
high priority.

3. Summary of reasons for reeom-
mendation: The Panel recommends
that the catheter percutaneous intro-
ducer be classified into class II because
this device is neither life-supporting
nor life-sustairing, but is potentially
hazardous to life or health even when
properly used. Because the device is
placed directly in contact with the
bloodstream, it should be designed and
constructed to minimize disruption of
normal blood flow and foreign body
reactions. Materials used in the device
should meet a generally accepted satis-
factory level of tissue and blood com-
patibility, including requirements for
adequate surface finish and cleanli-
ness, which may affect the degree of
compatibility. The device is used with
other devices in a system that may be
hazardous if not satisfactorily assem-
bled, used, or maintained. The Panel
believes that general controls alone
would not provide sufficient control
over the performance characteristics
of this device. The Panel believes that
a performance standard will provide
reasonable assurance of the safety and
effectiveness of the device and that

PROPOSED RULES

there is sufficient information to es-
tablish a standard to provide such as-
surance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the Inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Thromboem-
bolism: Inadequate blood compatibil-
ity of the materials used in this device
and Inadequate surface finish and
cleanliness may lead to potentially de-
bilitating- or fatal thromboembolL. (b)
Embolism: Pieces of the introducer
which break or flake off may form po-
tentially debilitating or fatal emboll.
(c) Vessel dissection: If the introducer
or its tip is rough, or If the introducer

-is Improperly designed, vessel dissec-
tion may result.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and Is pro-
posing that the catheter percutaneous
introducer be classified into class II
(performance standards). The Com-
missioner believes that a performance
standard is necessary for this device
because general controls by them-
selves are insufficient to control the
risks to health. A performance stand-
ard would provide reasonalbe assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-
lieves that there is sufficient informa-
tion to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device. Because
catheter percutaneous Introducers are
used as an accessory device to cath-
eters, this device will be listed along
with catheters in the Code of Federal
Regulations under cardiovascular diag-
nostic devices.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart B by adding new
§ 870.1340 as follows:

§870.1340 Catheter percutaneous Intro-
ducer.

(a) Identification. A catheter percu-
taneous introducer Is a sheath used to
facilitate placing a catheter through
the skin into a vein or artery.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration. Rm. 4-65, 5600 Fishers
Lane, Rockvlle, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
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submitted, except that -individuals
may submit single copies of comments;
and shall be Identified with the Hear-
Ing Clerk docket number found in
brackets In the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 am. and 4 pm., Monday through
Friday.

Dated: February 26, 1979.
Jossra P. EHr,

Associate Commissioner
forRegulatorg Affaimr

CFR D=c. 79-124 Fed-3-8-79; 8:45 anG

[4110-03-M]

[21 CFR Part 8701

MDocket No. 781-14281

- MEDICAL DEVICES

Classification of Catheter Balloon Repair Kits

AGENCY: Food and Drug Administra-
tion.

ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is Issuing for
public comment a proposed regulation
classifying catheter balloon repair kits
into class III (premarket approval).
The FDA is alsopublishing the recom-
mendation of the Cardiovascular
Device Classification Panel that the
device be classified into class IL The
effect of classifying a device into class
III is to provide for each manufacturer
of the device to submit to FDA a pre-
market approval application at a date
to be set In a future regulation. Each
application includes information con-
cerning safety and effectiveness tests
of the device. After considering public
comments, FDA will issue a final regu-
lation classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of 1976. -
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation In the F!EDERAL R EG=
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450). Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave, Silver
Spring, MD 20910, 301-427-7559.
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SUPPLEMENTARY INFORMATION:
PANEL RECOMMENDATION

A proposal elsewhere in this issue of
the FEDERAL. REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of catheter balloon repair kits:

1. Identification: A catheter balloon
repair kit is a device used to repair-or
replace the balloon of a balloon cath-
eter. The kit contains the materials,
such as glue and balloons, necessary to
effect the repair or replacement.

2. Recommended classification: Class
III (premarket approval). The Panel
;recommends that premarket approval
of this device be a medium priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the catheter balloon repair kit be
classified into class III because the
device presents a potential unreason-
able risk of illness or injury If the
device fails to adequately repair a
damaged balloon catheter, gas or par-
ticulate embolism is likely to' occur
which may present a substantial risk
to health that is possibly debilitating
or fatal. The Panel believes that these
devices do not perform adequately. In
addition, the Panel believes that suffi-
cient data do not exist to establish
adequate standards to provide reason-
able assurance of the safety and effec-
tiveness of the balloon repair kit, and
that general controls alone would not
provie sufficient control over the per-
formance characteristics of this
device.
.4. Summary of data on which" the

recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device- and on their personal knowl-
cdge of, and experience ,with, the-
device. The Panel is not aware of any'
published literature on this device.

5. Risks to health: (a) Gas embolism:
Balloon rupture caused by the repair
material or a leak in the repair materi-
al can allow-potentially debilitating or
fatal gas emboli to escape into the
bloodstream. (b) Embolism: Pieces of
the balloon that break or flake off
may form potentially debilitating or
fatal emboll. (c) Throniboembolism:
Inadequate blood compatibility of the
materials used in this device and inad-
equate surface finish and cleanliness
can lead to potentially debilitating'or
fatal thromboemboli. (d) Cardiac'ar-
rhythmias: Toxic substances released
from the repair material (glue or
other adhesive) can trigger cardiac ar-

PROPOSED RULES

rhythmias (irregularities in heart
rhythm).

PROPOSED CLASSIFICATION

The Commissioner agrees' with the
Panel recommendation and is propos-
ing that the catheter balloon repaii
kit be classified into class III (premar-
ket approval). The Commissioner be-
lieves the device presents a potential
unreasonable risk of illness or injury
because potentially debilitating or
fatal gas or particulate emboli are
likely to occur when this device is
used. The Commissioner believes that
insufficient information exists to de-
termine that general controls will pro-
vide reasonable assurance of the
safety and effectiveness of the device
and that insufficient Information
exists to establish- a 'performance
standard to provide this, assurance.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart B by adding new
§ 870.1350 as follows:
§ 870.1350 - Catheter balloon repair kit

(a) Identification. A catheter bal-
loon repair kit is a device used to
repair or replace the balloon of a bal-
loon catheter. The kit contains the
materials, such as glue and balloons,
necessary to effect the repair or re-
placement.

(b) Classification. Class III (premar-
ket approval). 1 1

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single Copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 pm., Monday through
Friday.

Dated: February 26, 1979.
JOSEPH P. HLE,

Associate Commissioner
for Regulatory Affairs.

[FR Doc. 79-6125 Filed 3-8-79; 8:45 am]

[41-10-03-M]

[21 CFR Part 870]
[Docket No. 78N-14293

MEDICAL DEVICES
Classification of Trace Microsphere

'AGENCY: 'Food and Drug Administra-
tion.

ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying trace microspheres into
class III (premarket approval). The
FDA Is also publishing the recommen
dation of the Cardiovascular Device
Classification Panel that the device be
classified into class III. The effect of
classifying a device into class III Is to
provide for eaqh manufacturer of the
device to submit to FDA a premarket
approval application at a date to be set
in a future regulation. Each applica-
tion includes information concerning
safety and effectiveness tests of the
device. After considering public com-
ments, FDA will issue a final regUla-
tl6n classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of 1976.
DATES: CommIents by May 8, 1079.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HIA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION

A proposal elsewhere in this issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of trace microspheres:

1. Identification: A trace micros-.
phere is a radioactively tagged nonblo-
degradable particle that is injected
into an artery or vein and trapped in
the capillary bed for the purpose of
studying blood flow within or to an
organ.

2. Recommended classification:
Class III (premarket approval). The
Panel recommends that premarket ap-
proval of this device be a low priority.

3. Summary of reasons for recom-
mendatio4: The Panel recommends
that the trace microsphere be classi-
fied into class III because this im-
planted device is neither life-support-
ing nor life-sustaining, but is poten-
tially hazardous to life or health even
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when properly used, and because there
are insufficient data to establish the
safety and effectiveness of the device.
Performance characteristics, including
accuracy, reproducibility, and any
limitations on the device's ability to
demonstrate blood flow should be
maintained at a generally accepted
satisfactory level and should be made
known to the user through special la-
beling. Materials used in the device-
should meet a generally accepted satis-
factory level of tissue and blood com-
patibility. The device could cause ge-
netic damage by exposing the patient's
reproductive organs to excessive radi-
ation. The Panel believes that general
controls alone would not provide suffi-
cient control over the performance
characteristics of this device. The
Panel also believes that a performance
standard.would not provide reasonable
assurance of the safety and effective-
ness of the device and, moreover, that
there is not sufficient information to
establish a standard to provide such
assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazaras associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Thromlioem-
bolism: Inadequate blood compatibil-
ity of the materials used in the device
may lead to potentially debilitating or
fatal thromboembolL (b) Embolism: If
the microspheres are too large or tend
to clump together, they can lodge in a
blood vessel and block the flow of
blood to an organ. (c) Tissue damage:
Tissue damage can result from exces-
sive radioactivity of the particles.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel recommendation andis propos-
ing that the trace microsphere be clas-
sified into class M (premarket approv-
al). The Commissioner believes the
device is purported or represented to
be for a use (diagnosis of blood flow
disorders) which is of substantial im-
portance in preventing-impairment of
human health. The device is intended
to be implanted in the human body.
The Federal Food, Drug, and Cosmetic
Act requires the Commissioner to clas-
sify an implant into class Mll unless
the Commissioner determines that
premarket approval is not necessary to
provide reasonable assurance of the
safety and effectiveness of the device.
In this case, the Commissioner has de-
termined that premarket approval is
necessary. The Commissioner believes
that insufficient information exists to
determine that general controls will
provide reasonable assurance of the
safety and. effectiveness of the device

PROPOSED RULES

and that insufficient information
exists to establish a performance
standard to provide this assurance.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart B by adding new
§ 870.1360 as follows:

§ 870.1360 Trace microsphere.
(a) Identification. A trace micros.

phere is a radioactively tagged nonblo-
degradable particle that is Intended to
be injected into an artery or vein and
trapped in the capillary bed for the
purpose of studying blood flow within
or to an organ.

(b) CUassification. Class II (premar-
ket approval).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration. Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found In
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 aam. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979."
JOSEPH P. Hnur,

Associate Commissioner
forRegulatory Affairm.

LFR Doc. 79-6126 Filed 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Part 870]

(Docket No.78N-14301

MEDICAL DEVICES
Classification of Calheter Tip Ocduders

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying catheter tip occluders into
class II (performance standards). The
FDA is also publishing the recommen-
dation of the Cardiovascular Device
Classification Panel that the device be
classified into class IL The effect of
classifying a device into class II is to
provide for the future developmen~t of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final regu-
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lation classifying the device. These qc-
tions are being taken under the Medi-
cal Device Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEnIRAL REGISTr
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:.

Glenn A. Rahmoeller, Bureau of
Medical Devices (H=K-450), Food
and Drug Administration, Depart-
ment of Health. Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PAz.EL REcoumn-DATIox

A proposal elsewhere in this issue of
the FmsswA. REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular De'vice Classifica-
tion Panel, and FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of catheter tip occluders:

1. Identification: A catheter tip oc-
clhider is a device that is inserted into
certain catheters to prevent flow
through one or more orifices.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the cathether tip occluder be
classified into class II because this
device is neither life-supporting nor
life-sustaining but is potentially haz-
ardous to life or health even when
properly used. Because the device is
placed directly In contact with the
bloodstream It should be designed and
constructed to minimize disruption of
normal blood flow and foreign body
reactions. Materials used in the device
should meet a generally accepted satis-
factory level of tissue and blood com-
patibility, including requirements for
adequate surface finish and cleanli-
ness which may affect the degree of
compatibility. The device should fit
properly in the catheter in which it is
used to avoid potential vessel perfora-
tion. The Panel believes that general
controls alone would not provfde suffi-
clent control over the performance
characteristics of this device. The
Panel believes that a performance
standard will provide reasonable assur-
ance of the safety and effectiveness of
the device and that there is sufficient
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information to establish a standard to
piovide such assurance.

4. Summary of data on which the
recommendation is based The Panel

-members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Thromboem-
bolism: Inadequate blood compatibil-
ity of the materials used in this device
and inadequate surface finish and
cleanliness may lead to potentially de-
bilitating or fatal thromboemboll. (b)
Cardiac perforation" and vessel dissec-
tion: If the device is too small for the -
catheter in which it is used, it could
protrude from the proximal end of the
catheter and cause cardiac perforation
and vessel dissection.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the catheter tip occluder
be classified into class II (performance
standards). The Commissioner believes
that a performance standard is neces-
sary for this device because general
controls by themselves are insufficient
to control the risks'to health. A per--
formance standard would provide rea-
sonable assurance of the safety and ef-
fectiveness of the device. The Commis-
sioner also believes that there is suffi-
cient information to establish a stand-
ard to provide reasonable assurance of
the safety anol effectiveness of the
device.

Therefore, under the Federal Food,
Drug, and Cosmetic' Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360, 371(a))) and under au-
thority delegated to him (21 CFR 5.1).
the Commissioner proposes to amend.
Part 870 in Subpart B by adding new
§ 870.1370 as follows:

§ 870.1370 Catheter tip occluder.
(a) Identification. A catheter tip oc-

cluder is a device that is inserted into
certain catheters to prevent flow
through one or more orifices.

(b) Classification. 'Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (H1FA-305). Food and Drug Ad-
ministration, Rm. 4-65; 5600 Fishers
Lane, Rockville, Md. 20857, written
comments regarding this proposal
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ng Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

PROPOSED RULES

Dated: February 26, 1979.
JOSEPH P. Hn,

Associate Commissioner
for Regulatorg Affairs.

[FR Doc. 79-6127 Filed 3-8-79; 8:45 am]

14110-03-M]

[21 CFR Part 8701

[Docket No. 78N-14311

MEDICAL DEVICES

Classification of Catheter Stylets
AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed Rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying catheter stylets into class
II (performance standards). The FDA
is also publishing the recommendation
of the Cardiovascular Device Classifi-
cation Panel that the device be classi-
fied into class II. The effect of classi-
fying a device into class II is to provide
for the future development of one or
more performance standards to assure
the safety .and effectiveness of the
device. -After considering public com-
ments, FDA will'issue a final regula-.
tion classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of 1976.
DATES Comments by May 18, 1979.
The Commissioner of Food and Drugs
proposes that the, final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food

.and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION

A proposal elsewhere in this issue of
the FEDERAL REGIsTrE provides- back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel; an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of catheter stylets:

1. Identification; A catheter stylet is
a wire that is run through a catheter
or cannula to render it stiff.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the catheter stylet be classified
into class II because this device is nei-
ther life-supporting nor life-sustain.
ng, but is potentially hazardous to life
or health even when properly used.
Because the device Is placed directly in
contact with the bloodstream It should
be designed and constructed to mini-
mize foreign body reactions and dis-
ruption of normal blood flow. Materi-
als used in the device should meet a
generally accepted satisfactory level of
tissue and blood compatibility, Includ-
ing requirements for adequate surface
finish and cleanliness, which may
affect the degree of compatibility. The
Panel believes that general controls
alone would not provide sufficient con-
trol over the performance characteris-
tics of this device. The Panel believes
that a performance standard will pro-
vide reasonable assurance of the
safety and effectiveness of the device
and that there is sufficient informa-
tion to establish a standard to provide
such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experices with, the device.

5. Risks to health: (a) Thromboem-
bolism: Inadequate blood compatibil-
ity of the materials used in this devico
and inadequate surface finish and
cleanliness may lead to potentially de-
bilitating or fatal thromboemboll. (b)
Cardiac perforation and vessel dissec-
tion: If the stylet is rough or too stiff,
cardiac perforation and vessel dissec-
tion may result.

PRoPosED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro.
posing that the catheter stylet be clas-
sified into class II (performance stand-
ards). The Commissioner believes that
a performance standard is necessary
for this device because general con-
trols by themselves are insufficient to
control the risks to health. A perform-
ance standard would provide reason.
able assurance of the safety and effec-
tiveness of the device. The Commis-
sioner also believes that there is suffi-
cient information to establish a stand-
ard to provide reasonable assurance of
the safety and effectiveness of the
device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52.Stat. 1055, 90 Stat. 540-540
(21 U.S.C. 360c, 371(a))) and under au-
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thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart B by adding new
§ 870.1380 as follows:

§ 870.1380 Catheter stylet.
(a) Identification. A catheter stylet

is a wire that is run through a, cath-
eter or cannual to render it stiff.

(b) Classification. Class n (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding -this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Recieved comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JosEPH P. HILE,

Associate Commissioner
for Regulatory Affairs.

EFR Doe. 79-6128 Filed 3-8-79; 8:45 am]

[41 10-03-M]

[21 CFR Part 870]

[Docket No. 78N-1432]

MEDICAL DEVICES

Classification of Trocars

AGENCY: Food and Drug Administra-
tioh.

ACTION: Proposed Rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying trocars into class II (per-
formance standards). The FDA is also
publishing the recommendation of the
Cardiovascular Device Classification
Panel that the device be classified into
class II, and the recommendation of
the Neurological Device Classification
Panel that the device be classified into
class I. The effect of classifying a
device into class I is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments,
FDA will issue a final regulation clas-
sifying the device. These actions are
-being taken under the Medical Device
Amendments'of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drug
proposes that the final regulation
based on this proposal-become effec:

tive 30 days after the date of Its publi-
cation in the FEDERAL REGirsa.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
'Fishers Lane, Rockvile, MD 20857.

FOR FURTHER INFORMATION
CONTACT.

Glenn A. Rahmoeller Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL REcoMMwmmwATzo;

A proposal elsewhere in this Issue of
the FEDERAL REGIsTER provides back-
groud information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel and the Neurological
Device Classification Panel, FDA advi-
sory committees, made the following
recommendations-with respect to the
classification of trocars:

1. Identification: A trocar is a sharp.
pointed instrument used with a can-
nula for piercing a vessel or chamber
to facilitate insertion of the carmula.

2. Recommended classification: The
Cardiovascular Device Classification
Panel recommends that this device be
classified into class II (performance
standards) and that establishing a per-
formance standard for this device be a
low priority. The Neurological Device
Classification Panel recommends that
this device be classified into class I
(general controls) with no exemptions.

3. Summary of reasons for recom-
mendation: The Cardiovascular Device
Classification Panel recommends that
the trocar be classified Into class II be-
cause this device is neither life-sup-
porting nor life-sustaining, but is po-
tentially hazardous to-life or health
even when properly used. Because the
device is placed directly In contact
with the bloodstream It should be de-
signed and constructed to minimize
disruption of normal blood flow and
foreign body reaction. Materials used
in the device should meet a generally
accepted satisfactory level of tissue
and blood compatibility, including re-
quirements for adequate surface finish
and cleanliness which may affect the
degree of compatibility. If the device
is not properly designed It can cause
excessive damage to the vessel in
which it is used. The Cardiovascular
Device Classification Panel believes
that general controls alone would not
provide sufficient control over the per-
formance characteristics of this
device. The Cardiovascular Device
Classification Panel believes that a
performance standard will provide rea-
sonable assurance of the safety and ef-
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fectiveness of the device and that
there Is sufficient information to es-
tablish a standard to provide such as-
surance. The Neurological Device Clas-
sification Panel reviewed needles used
to puncture the artery prior to cath-
eterization for cerebral anglograms.
These needles are essentially the same
device, and serve the same function, as
the trocar for cardiovascular cather-
terization procedures. The Neurologi-
cal Device Classification Panel believes
that the device presents no potential
hazard to health and that general con-
trols are sufficient to ensure the
safety and effectiveness of the device.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommenda-
tions on the potential hazards associ-
ated with the inherent properties of
the device and on their personal
knowledge of. and experience with,
the device.

5. Risks to health: Unnecesary
damage to vessel: Improper mechani-
cal design of the device can cause un-
necessary damage to the vessel during
the piercing operation.

PROPOSED CIASSMCArON

The Commissioner agrees with the
Cardiovascular Device Classification
Panel's recommendation and is pro-
posing that the trocar be classified
into class II (performance standards).
The Commissioner believes that a per-
formance standard is necessary for
this device because general controls by
themselves are insufficient to control
unnecessary damage to vessels listed
as a lisk to health by the Cardiovascu-
lar Device Classification Panel. A per-
formance standard would provide rea-
sonable assurance of the safety and ef-
fectiveness of the dtvice. The Commis-
sioner also believes that there is suffi-
cient Information to establish a stand-
ard to provide reasonable assurance of
the safety and effectiveness of the
device. Although trocars are used in
many different catheterization proce-
dures, this device will be listed in the
Code of Federal Regulations under
cardiovascular devices because cardio-
vascular uses are more common.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart B by adding new
§ 870.1390 as follows:

§870.1390 Trocar.
(a) Identification. A trocar is a

sharp-pointed instrument used with a
cannula for piercing a vessel or cham-
ber to facilitate insertion of the can-
nula.

(b) Classification. Class II (perform-
ance standards).
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Interested persons may, on o
May 8, 1979 submit to the
Clerk (HFA-305), Food and D
ministration, Rm. 4-65, 5600
Lane, Rockville, MD 20857,
comments regarding this p
Four copies of all comments
submitted, except that ind
may submit single copies of co
and shall be identified with th
ing Clerk docket number f(
brackets in the heading of th
ment. Received commefits may
in the above office between th
of 9 a.m. and 4 p.m., Monday
Friday.

Dated: February 26; 1979.
JOSEPH P. Hi

Associate Commissi
for Regulatory

[FR Doc. 79-6129F-led 3-8-79; 8:

[4110-03-M]

[21 CFR Part 8701
[Docket No.78-14331

MEDICAL DEVICES
Classification of Programmable Dia

Computers

AGENCY: Food and Drug Adn
tion.
ACTION: Proposed rule.
SUMMARY: The Food and D
ministration (FDA) Is issu
public comment a proposed re
classifying programmable di
computers into class II (perfe
standards). The FDA is also
ing the recommendation of t
diovascular Device Class
Panel that the devicebe classli
class II. The effect of classi
device into class Ilis to provide
future development of one o
performance standards to asm
safety and effectiveness of thE
After considering public con
FDA will issue a final regulati
sifying the device. These acti
being taken under the Medical
Amendments of 1976.
DATES: Comments by May
The Commissioner of Food an
proposes that the final re
based on this proposal becom
tive 30 days after the date of it
cation in the FmERAL REGisTm
ADDRESS: Written comments
Hearing Clerk (HFA-305), F(
Drug Administration, Rm. 4-
Fishers Lane, Rockville, MD 20
FOR FURTHER INFORM
CONTACT:

Glenn A. Rahmoeller, Bu
Medical Devices (HFK-450
and Drug Administration,
ment of Health, Education, a

-PROPOSED RULES

r before
Hearing
rug Ad-
Fishers
writtenronosal.

fare, 8757 Georgia . Ave., Silver
Spring, MD 20910, 301-427-7559

SUPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION

shalbe A proposal elsewhere in this issue of
ividuals the FzmnwL REGIgTMR provides back-
nments, ground information concerning the de-
ie Hear- velopment of the proposed regulation.
ound in The Cardiovascular Device Classifica-
.is docu- tion Panel, and FDA advisory commit-
be seen tee, made the following recommenda-

Le hours tion with respect to the classification
through of programmable diagnostic comput-

ers:
1. Identification: A programmable di-

agnostic computer is a device that can"
LE, be programmed to compute various
oner .physiologic or blood flow parameters
ifairs. based' on the output from one or more
45 am] electrodes, transduc rs, or measuring

devices; this device Includes any associ-
ated commercially supplied programs.

2. Recommended classification: Class
H (performance standards). ThePanel
recommends that establishing a per-
formance standard for this device be a
medium priority.

3. Summary of reasons for recom-
mendation: The Panel recommends

gnostic that the' programmable diagnostic
computer be classified into class II

ninistra- beause this electrically powered device
is neither life-supporting nor life-sus-
taining, but is potentially hazardous to
life or health, even when properly

'rug Ad- used. This device is attached to the
[ng for body through transducers, electrodes,
gulation or catheters and is used in a clinical
agnostic environment where excessive leakage
ormance current can be a serious hazard. Thus
publish- the electrical characteristics of this
he Car- device, e.g., electrical leakage current,
ification need to meet certain requirements.
:ied into Performance characteristics, including
ifying a accuracy and reproducibility, and any
for the limitations on the device's pro-
r more grammed -measurements, should be
rae the maintained at a generally accepted

device, satisfactory level and should be made
nments, known to the user through special la-
on clas- beling. The device is used with other
ons are devices in a system that may be haz-
I Device ardous if not satisfactorily assembled,

used, and maintained. The Panel be-
lieves that general controls alone

8, 1979. would not provide sufficient control
d Drugs over the performance, and electrical
gulation -characteristics of this device. The
e effec- Panel believes that a performance
ts publi- standard will provide reasonable assur-

I ance of the safety and effectiveness of
to, the the device and that there is sufficient

od, and information to establish a standard to
65, 5600 provide such assurance.
857. 4. Summary of data on which the

T recommendation is based: The 'PanelEATION members based their recommendation
on the potential hazards associated

reau of with the inherent properties of the
), Food device and on their personal knowl-
Depart- edge of, and experience with, the
nd Wel- device.

5. Risks to health: (a) Cardiac ar-
rhythmias or electric shock: Excessive
electrical leakage current can disturb
the normal electrophysiology of the
heart, leading to the onset'of cardiac
arrhythmias. Electrical leakage cur-
rent can also cause electrical shock to
a physicianl during a catheterization or
surgical prodedure, and this may lead
to latrogenic complications. (b) Mis-
diagnosis: If the zero or calibration of
the device is inaccurate or unstable,
the device may generate inaccurate di-
agnostic data. If Inaccurate diagnostic
data are used in managig the patient,
the physician may prescribe a course
of treatment that places the patient at
risk unnecessarily.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the programmable diag-
nostic computer be classified Into class
II (performance standards). The Com-
missioner believes that a performance
standard is necessary for this device
because general controls by them-
selves are insufficient to control the
risks to health. A performance stand-
ard would provide reasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-
lieves that there is sufficient informa-
tion to'establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device. Although
programmable diagnostic computers
are used both as diagnostic devices and
as monitoring devices, they will be
listed in the Code of Federal Regula-
tions under cardiovascular diagnostic
devices because diagnosis is the more
common pse.

Therefore, under the Federal Food,
Drug, ana Cosmetic Act (secS. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart B by adding new
§ 870.1425 as follows:

§ 870.1425 Programmable diagnostic com-
puter.

(a) Identification. A programmable
diagnostic computer is a device that
can be programmed to compute var-
ious physiologic or blood flow param.
eters based on the output from one or
more electrodes, transducers, or meas-
uring devices; this device includes any
associated commercially supplied pro-
grams.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979, submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
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submitted, except that Individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found In
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a-m. and.4 p.m., Monday through
Friday.

Dated: February 26, 1979.

JOSEPH P. HILE,
Associate Commissioner

forReguiatoryAffairs.

EFR Doc. 79-6130 Filed 3-8-79; 8:45 am]

[41 10-03-M]

[21 CFR Part 870]

[Docket No. 78N-1434]

MEDICAL DEVICES

Classification of Single-Function,
Preprogrammed Diagnostic Computers

AGENCY: Food and Drug Administra-
tion.

ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying single-function, prepro-
grammed diagnostic computers into
class II (performance standards). The
FDA is also publishing the recommen-
dations of the Cardiovascular Device
Classification Panel and the General
and Plastic Surgery Device Classifica-
tion Panel that the device be classified
into class IL-The effect of classifying a
device into class II is to provide for
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments,
FDA will issue a final regulation clas-
sifying the device. These actions are
being taken under the Medical Device
Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTM
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockvlle, MD 20857.
FOR Fu THER INFORMATION
CONTACT,

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:
PAmE REcomEzkATxxor

A proposal elsewhere in this issue of
the FEDERAL RnisTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, and the General and Plas-
tic Surgery Device Classification
Panel. FDA advisory committees,
made the following recommendations
with respect to the classification of
single-function, preprogrammed diag-
nostic computers:

1. Identification: A single-function,
preprogrammed diagnostic computer
is a hard-wired computer that calcu-
lates a specific physiological or -blood-
flow parameter based on information
obtained from one or more electrodes,
transducers, or measuring devices.

2. Recommended classification: Class
II (performance standards). The Panel
recommend that establishing a per-
formance standard for this device be a
high priority.

3. Summary of reasons for recom-
mendation: The Panels recommends
that the single-function, prepro-
grammed diagnostic computer be clas-
sified into class II because this electri-
cally powered device is neither life-
supporting nor life-sustaining, but Is
potentially hazardous to life or health
even when properly used. This device
is attached to the body through trans-
ducers, electrodes, or catheters and Is
used in a clinical environment where
excessive leakage current can be a seri-
ous hazard. Thus the electrical charac-
teristics of this device, e.g., electrical
leakage current, need to meet certain
requirements. Performance character-
istics, including accuracy, reproducibil-
Ity, and any limitations on the devices
preprogrammed function, should be
maintained at a generally accepted
satisfactory level and should be made
known to the user through special la-
beling. The device is used with other
devices in a system that may be haz-
ardous if not satisfactorily assembled,
used, and maintained. The recommen-
dation of the General and Plastic Sur-
gery Device Classification Panel re-
lates specifically to cardiac output
computers, while the Cardiovascular
Device Classification Panel makes its
recommendation or diagnostic comput-
ers of any cardiovascular parameter.
The Panels believe that general con-
.trols alone would not provide suffi-
cient control over the performance
and electrical characteristics of this
device. The Panels believe that a per-
formance standard will provide reason-
able assurance of the safety tind effec-
tiveness of the device and that there is
sufficient information to establish a
standard to provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommenda-
tions on the potential hazards assocl-

13317

ated with the Inherent properties of
the device and on their personal
knowledge of, and experience with,
the device.

5. Risks to health: (a) Cardiac ar-
rhythmalas or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmlas, Electrical leakage
current can also cause electrical shock
to a physician during a catheterization
or surgical procedure, and this may
lead to latrogenic complications. (b)
Misdiagnosis: If the zero or calibration
of the device is inaccurate or unstable,
the device may generate inaccurate di-
agnostic data. If inaccurate diagnostic
data are used in managing the patient,
the physician may prescribe a course
of treatment that places the patient at
risk unnecessarily.

PROPOSED CLASSIFICATION

The Commissioner agrees.with the
Panels' recommendations and is pro-
posing that the single-function, pre-
programmed diagnostic computer be
classified into class II performance
standards). The Commissioner believes
that a performance standard is neces-
sary for this device because general
controls by themselves are insuficient
to control the risks to health. A per-
formance standards would provide rea-
sonable assurance of the safety and ef-
fectiveness of the device. The Commis-
sioner also believes that there is suffi-
clent Information to establish a stand-
ard to provide reasonable assurance of
the safety and effectiveness of the
device. Because the device is used in
general cardiovascular diagnosis and
monitoring, the device will be listed in
the Code of -Federal Regulations
under cardiovascular devices. Al-
though singe-fuiction, prepro-
grammed diagnostic computers are
used both as diagnostic devices and as
monitoring devices, they will be listed
in the Code of Federal Regulations
under cardiovascular diagnostic de-
vices because diagnosis is the more
common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat 1055. 90 Star 540-546
(21 U.S.C. 300c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart B by adding new
§ 870.1435 as follows.

§870.1435 Single-function, preprogrammed
diagnostic computer.

(a) Identification A single-function,
preprogrammed diagnostic computer
is a hard-wired computer that calcu-
lates a specific physiological or blood-
flow parameter based on Information
obtained from one or more electrodes,
transducers, or measuring devices.
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(b) Classification. Class HI (perform-
ance standards).

Interested persons may, on or before
May 8, 1979, submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, Md. 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.

JOSEPH P. HnU
Associate Commissioner

for RegulatoryAffairs.
(FR Doc. 79-6131 Filed 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Part 870]

[Docket No. 78N-1435]

MEDICAL DEVICES
Classification of Densitometers

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing forj
public comment a proposed regulation
classifying densitometers into class II
(performance standards). The FDA is
also publishing the recommendation
of the Cardiovascular Devise Classifi-
cation Panel that the device be classi-
fied into class II. The effect of classi-
fying a device into class II is to provide
for the future development of one or
more performance standards to assure
the safety and effectiveness of the
device. After considering public com-
ments, FDA will issue a final regula-
tion classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn, A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-

PROPOSED RULES

ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION
A proposal elsewhere in this Issue of

the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA-advisory commit-
tee,'made the following recommenda-
tion with respect to the classification
of densitometers:

1. Identification: A densitometer is a
device used to measure the transmis-
sion of light through an indicator in a
sample of blood.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
medium priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the densitometer be classified
into class II because this electrically
powered device is neither life-support-
ing nor life-sustaining but is potential-
1y hazardous to life and health even-
when properly used. This device is
placed inline between a catheter and a
withdrawal-infusion pump and, in that
position, continuously measures opti-
cal density, from which cardiac output
may be determined. Thus the electri-
cal characteristics of this device, e.g.,
electrical leakage current, need to
meet certain requirements. Perform-
ance characteristics, including accura-
cy, reproducibility, and any limitations
on the device's measurement of cardi-
ac output, should be maintained at a
generally accepted satisfactory level
and should be made known to the user
through special labeling. The Panel
believes that general controls alone
would not provide sufficient control
over the performance and electrical
characteristics of this device. The
Panel believes that a performance,
standard will provide reasonable assur-
ance of the safety and effectiveness of
the device and that there is sufficient
'information to establish a standard to
provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel

-members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
"diac arrhythmias. Electrical leakage
current can also cause electrical shock
to a physician during a catheterization

or surgical procedure, and this may
lead to fatrogenic complications.

(b) Misdiagnosis: If the zero or call-
.bration of the device is Inaccurate or
unstable, the device may generate in-
,accurate diagnostic data. If inaccurato
diagnostic data are used In managing

-the patient, the physican may pro-
scribe a course of treatment that
places the patient at risk unnecessar-
ily.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and Is pro-
posing that the densitometer be classl-
fled into class II (performance stand.
ards). The Commissioner believes that
a performance standard s necessary
for this device because general con.
trols by themselves are insufficient to
control the risks to health. A perform-
ance standard would provide reason-
able assurance of the safety and effec-
tivess of the device. The Commissioner
also believes that there Is sufficient In-
formation to establish a standard to
provide reasonable assurance of the
safety and effectiveness of the device.

Therefore, under the Federal Food,
and Drug and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart B by adding new
§ 870.1450 as follows:

§ 870.1450 Densitometer.
.(a) Identification. A densitometer is

a device used to measure the transmis-
sion of light through an indicator in a
sample of blood.

(b) Classification. Class II (perform-
ance standards).

Interested persons, may, on' or
before May 8, 1979 submit to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857,
written comments regarding this pro-
posal. Four copies of all comments
shall be submitted, except that inU-
-viduals may submit single copies of
comments, and shall be Identified with
the Hearing Clerk dockbt number
found in brackets in the heading of
this document. Received comments
may be seen in the above office be-
tween the hours of 9 a.m. and 4 p.m.,
Monday through Friday.

Dated: February 26, 1979.
JOSEPH P. HILE,

Associate Commissioner
forRegulatoryAffairs.

[FR Doc. 79-6132 Filed 3-8-79; 8:45 am]
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[21 CFR Part-870]

[Docket No. 78N-1436]

MEDICAL DEVICES

Classification of Angiographic Injectors and
Syringes

AGENCY: Food and Drug Administra-
tion.

ACTION: Proposed Rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying angiographic injectors and
syringes into class II (performance
standards). The FDA is also publish-
ing the recommendation of the Car-
diovascular , Device Classification
Panel that the device be classified Into
class IL The effect of classifying a
device into class II is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments,
FDA will issue a final regulation clas-
sifying the device. These actions are
being taken under the Medical Device
Amendments of 1976.

DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL RrIsTE.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Adminis tfation, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.

FOR FURTHER INFORMATION
CONTACT.

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMNARY INFORMATION:

PANEL REcomMENDmATox

A proposal elsewhere in this issue of
the FEDERAL REGISTRm provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of angiographic injectors and syringes:

1. Identification: An angiographic in-
jector and syringe is a device that con-
sists of a syringe and a high-pressure
injector which are used to inject con-
trast material into the heart, great
vessels, and coronary arteries to study
the heart and vessels by x-ray photog-
raphy.

PROPOSED RULES

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
high priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the angiographic injector and sy-
ringe be classified in to class II be-
cause this electrically powered device
is neither life-supporting nor life-sus-
taining, but is potentially hazardous to
life or 'health even when properly
used. Performance characteristics, in-
cluding accuracy, reproducibility, and
any limitations on the device's injec-
tion -pressure and rate of injection,
should be maintained at a generally
accepted satisfactory level and should
be made known to the user through
special labeling. When the device is
synchronized with the ECG signal,
proper timing of the injection is an-
other important characteristic which
should be controlled. Electrical leak-
age current is also a problem because
the device is connected directly to the
blood stream via a catheter. Thus the
electrical characteristics of this device,
e.g., electrical leakage current, need to
meet certain requirements. The Panel
believes that general controls alone
would not provide sufficient control
over the performance and electrical
characteristics of this device. The
Panel believes that a performance
standard will provide reasonable assur-
ance of the safety and effectiveness of
the device and that there is sufficient
information to estabish a standard to
provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmlas. Electrical leakage
current can also cause electrical shock
to a physician during a catheterization
or surgical procedure and this may
lead to latrogenic complications. (b)
Intramyocardial injection: If the pres-
sure control is not accurate or does not
properly limit the injection pressure,
myocardial damage can result.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the anglographic injector
and syringe be classified into class II
(performance standards). The Com-
missioner believes that a performance
standard is necessary for this device
because general controls by them-
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selves are insufficient to control the
risks to health. A performance stand-
ard would provide reasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-
lieves that there is sufficent informa-
tion to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device. 'Therefore,
under the Federal Food, Drug, and
Cosmetic Act (sees. 513, 701(a), 52
Stat. 1055, 90 Stat. 540-546 (21 U.S.C.
360c, 371(a))) and under authority del-
egated to him (21 CFR 5.1). the Com-
missioner proposes to amend Part 870
in Subpart B by adding new § 870.1650
as follows:

§870.1650 Angiographic injector and sy-
ringe.

(a) Identification. An anglographic
injector and syringe is a device that
consists of a syringe and a high-pres-
sure injector which are used to inject
contrast material Into the heart, great
vessels, and coronary arteries to study
the heart and vessels by x-ray photog-
raphy.

(b) ClZaiication. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal-
Four copies of all comments shall be
submitted, except, that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 am. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JosmH P. Hmnz,

Associate Commissioner,IforRegulatory'ffairm

[FR Doc. 79-6133 Filed 3-8-79; 8,45 am]

[4110-03-M]

[21 C-R Part 870]

DocketNo.78-1437

MEDICAL DEVICES

Classlflcation of Indicator Injectors

AGENCY: Food and Drug Adminstra-
tion.
ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying indicator injectors into-
class II (performance standards). The
FDA is also publishing the recommen-
dation of the Cardiovascular Device
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Classification Panel that the device be
classified into class II. The effect of
classifying a device intoL class IT is to
provide for the future development of
one or more performance standards' to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final regu-
lation classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on. this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER.
ADDRESS: Written comments to the
hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers lane, Rockville, MI 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia. Ave., Silver
Spring, MD 20910, 301-427 -7559

SUPPLEMENTARY INFORMATION:

PANEL RECOmMENDATION.

A proposal elsewhere in this issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulatiom
The Cardiovascular Device Classifica-
tion Panel, and FDA advisory commit-
tee, made the. following recommenda-
tion with respect to the classification
of indicator injectors.

1. Identification: An indicator injec-
tor is an electrically or gas-powered
device designed to inject accurately an
Indicator solution into the blood
stream, This device may be used in
conjunction with. a densitometer or
thermodilution device to determine
cardiac output.
1 2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that indicator injectors be classified
into class II because this device is nei-
ther life-supporting nor life-sustain-
ing, but is potentially hazardous to life
or health even when properly used.
This device is attached to the' body
through a catheter and is used in a
clinical environment where excessive
leakage cur-ent can be m serious
hazard. Thus the electrical character-,
istics. of this device, e.g. 'electrical
leakage current, need to meet certain
requirements- Performance character-
Istics, 'including accuracy and repro-
ducibility, and any limitations on the.

PROPOSED RULES

device's injection pressure and rate 6f
injection, should be maintained at a
generally accepted satisfactory level
and should- be made knovm to the user
through special labeling. The Panel
believes that general controls alone
would not provide sufficient control
over the performance and electrical
characteristics of this device. The
Panel believes that a 'performance
standard will provide reasonable assur-
ance of the safety and effectiveness of
the device and that there is sufficient
information to establish a standard to
provide such assurance.

4- Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
Vjith the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmnias. Electrical leakage
current can also cause electrical shock
to a physician during a catheterization
or surgical procedure, and this may
lead to iatrogenic complications. (b)
Misdiagnosis- If the zero or calibration
of the device is inaccurate or unstable,
the device may- generate inaccurate di-
agnostic data. If inaccurate diagnostic
data are used in managing the patient,
the physician may prescribe a course
of treatment which places the patient
at risk unnecessarily.

PROPOSED, CiAsSIFicATIoN

The Commissioner agrees with the
Panel's recommendation and is pro-
posing7 that the indicator injector be
classified int class II (performance
standards). The Commissioner believes
that a performance standard is neces-
sary for this device because gbneral
controls by- themselves are insufficient
to control the risks to health. A per-
formance standard would provide rea-
sonable assurance of the safety and ef-
fectiveness of the device. The Commis-
sioner also- believes that there is suffi-
cient information to- establish a stand-
ard: to. provide reasonable assurance of
the safety and, effectiveness of the
device.
-Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90G Stat. 540-546
(21 US.C.360c 371(aW) and under au-
thority delegated to him (21 CFR 5.1),'
the Commissioner proposes to amend
Part 870 in. Subpart B by adding new
§ 870.1660 as follows_-

§ 870.1660: Indicator injector.
(a). 'Identificatior. An indicator in-

jector is an electrically or gas-powered
device designed to, inject accurately an

indicator solution Into the blood
stream. This device may be used In
conjunction with a densitometer or
thermodilution device to determine
cardiac output.

(b) Classification. Class II (perform-
ance standards).

Interested persons rlay, on or before
May 8, 1979 submit to the hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
lane, Rockville, IVID 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that Individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found In
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 am. and 4 pm., Monday through
Friday.

Dated: February 26, 1979.

JOSEPH P. TILE,
Associate Commissioner

for Regulatory Affairs.
EMR Doe. 79-6134 Filed 3--'9:8:45 am]

[4110-03-M]

[21 CFR Part 8701

[DocketNO. 78N-1438]

MEDICAL DEVICES

Classification of Syringe Actuators for Injectors

AGENCY: Food and Drug Administra-
tion.

ACTION: Proposed rule.
SUMMARY: The Food and Dfug Ad-
ministration (FDA) Is Issuing for
public comment a proposed regulation
classifying syringe actuators for injec-
tors into class II (performance stand-
ards). The FDA is also publishing the
recommendation of the Cardiovascular
Device Classification Panel that the
device be classified into class II. The
effect of classifying a device Into class
II is to provide for the future develop-
ment of 'one or more performance
standards, to assure the safety and ef-
fectiveness of the device. After consid-
ering public comments, FDA will Issue
a final' regulation classifying the
device. These actions are being taken
under the Medical Device Amend-
ments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that, the final regulation
based on this proposal become effec-
tive 3W days after the date of Its publi-
cation in the FEDERAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305). Food and
Drug Administration, Rm. 4-65, 6500
Fishers Lane, Rockvlle, MD 20857.
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FOR FURTHER INFORMATION
CONTACT.

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450). Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757. Georgia Ave., Silver
Spring, MD 20910, 301-427-7759.

SUPPLEMENTARY INFORMATION:

PANEL RECOzmE=ATioN

A proposal elsewhere in this issue of
the FEDERAL REGisTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory -commit-
tee, made the following recommenda-
tion with respect to the classification
of-syringe actuators for injectors:

1. Identification. A syringe actuator
for injectors is an electrical device
that controls the timing of an injec-
tion by an angiographic or indicator
injector and synchronizes the injec-
tion with the electrocardiograph
(ECG) signal.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
low priority.

3. Summary of reasons for recom-
mendation: 'The Panel recommends
that the syringe actuator for injectors
be classified into class II because this
electrically powered device is neither
life-supporting nor life-sustaining, but
is potentially hazardous to life or
health even when properly used. This
device is attached to the body through
ECG electrode leads and is used in a
clinical environment where excessive
leakage current can be a serious
hazard. Thus the electrical character-
istics of this device, e.g., electrical
leakage current, need to meet certain
requirements. In addition, this device
must properly sense the ECG and syn-
chronize the injection to the correct
portion of the heart cycle. The device
is used with other devices in a system

- that may be hazardous if not satisfac-
torily assembled, used, and main-
tained. Performance characteristics,
including accuracy, reproducibility,
and any limitations in the device's
sensing of the ECG and synchronizing
of the injection, should be maintained
at a generally accepted satisfactory
level and should be made known to
the user through special labeling. The
Panel believes that general controls
alone would not provide sufficient con-
trol over the performance and electri-
cal characteristics of this device. The
Panel believes that a performance
standard will provide reasonable assur-
ance of the safety and effectiveness of
the device and that there is sufficient
information to establish a standard to
provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: Cardiac arrhyth-
mias or electrical shock: -Excesslve
electrical leakage current can disturb
the normal electrophysiology of the
heart, leading to the onset of cardiac
arrhythmias. Failure of the device to
properly synchronize the Injecti9n
with the correct time in the cardiac
cycle may also lead to cardiac arryth-
mlas. Electrical leakage current can
also cause electrical shock to a physi-
-clan during a catheterization or surgi-
cal procedure, and this may lead to Ia-
trogenic complications.

PROPOSED CL.AssnVIcAON

The Commissioner agrees with the
Panel's recommendation and Is pro-
posing that the syringe actuator for
injectors be classified into class II
(performance standards). The Com-
missioner believes that a performance
standard is necessary for this device
because general controls by them-
selves are insufficient to control the
risks to health. A performance stand-
ard would provide reasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-
lieves that there is sufficient informa-
tion to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device.

Therefore, under the Federal Food.
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in SUbpart B by adding new
§ 870.1670 as follows:

§ 870.1670 Syringe actuator for Injectors.
(a) Identification. A syringe actu-

ator for injectors is an electrical device
-that controls the timing of an injec-
tion by an anglographic or indicator
injector and synchronizes the inJec-
tion with the electrocardiograph
signal.

(b) Caassification. Class I (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rn. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, %TIttdn
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and.shall be identified with the Hear-
ing Clerk docket number found in
brackets in. the heading of this docu-
ment. Received comments may be seen

in the above office between the hours
of 9 a-m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JOSEPH P. IIz

Associate Commissioner
forRegulatorAffair.

[FR Doc. 79-6135 Filed 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Part 870]

[Docket No. 718N-14391

MEDICAL DEVICES

Classilficaton of External Programmable
Pacemaker Pulse Generators

AGENCY: Food and Drug Administra-
tion.

ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying external programmable
pacemaker pulse generators into class
II (performance standards). The FDA
is also publishing the recommendation
of the Cardiovascular Device Classifi-
cation Panel that the device be classi-
fied into class II. The effect of classi-
fying a device into class II is to provide
for the future development of one or
more performance standards to assure
the safety and effectiveness of the
device. After considering public com-
ments, FDA will issue a final regula-
tion classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEraAL REGIsTER.

ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:.

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and-Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SU PMENTARY INFORMATION:

PANm REcOM=,nDATIoN

A proposal elsewhere in this issue of
the FEnmju. REsisTER prqvides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
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tion with respect to the classification
of external programmable pacemaker
pulse generators:

1. Identification: An external pro-
grammable pacemaker pulse generator
Is a device that can be programmed 'to
produce one or more pulses at prese-
lected intervals; this device is used in
electrophysiological studies.

2. Recommended classification:
Class II (performance standards). The
Panel recommends that establishing a
performance standard for this device
be a low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that external programmable pacemak-
er pulse generators be classified into
class Ir because this electrically
powered device is neither life-support-
ing nor life-sustaining, but is poten-
tially hazardous to life or health even
when properly used. If the device fails
to stimulate, or stimulates improperly,
serious cardiac sequelae can occur.
This device is attached to the body
through stimulating electrodes and is
used in a clinical environment where
excessive leakage current can be a serf-
ous hazard. Thus the electrical charac-
teristics of this device, e.g., electrical
leakage current, need to meet certain
requirements. Although the device re-
leases an acceptable level of electrical
'nergy into the body when function-'
ing properly, unsafe energy levels may
be released if the device malfunctions.
Performance characteristics, including
accuracy, reproducibility, and any
limitations on the device's ability to
stimulate the heart, should be main-
tained at a generally accepted satisfac-
tory level and should be made known
to the user through special labeIing
The Panel believes that general con-
trols alone would not provide suffi-
cient control over the performance
characteristics of this -device The
Panel believes. that a performance
standard will provide reasondble assur-
ance of the safety and effectiveness, of.
the device and that there is. sufficient
information to establish a, standard to
provide such assurance.

4, Summary of data on, which the
recommendation is based: The- Panel

,members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device-

5. Risks to health:. (a) Failure to
stimulate: An electronic circuit mal-
function could cause failure to stimu-
late. (b) Improper stimulation: Im-
proper sensing' of the electrical activi-
ty of the heart, or electromagnetic in-
terference from other sources, could
lead to improper stimulation. Inaccu-
rate rate- control or electronic circuit
failure could cause improper stimula-
tion rate. (c) Cardiac arrythmias: A

sensing failure resulting in excess elec-
trical leakage current or stimulation
of the heart during the vulnerable
period of the cardiac cycle could cause
cardiac arrythmias.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the -external programma-
ble pacemaker pulse generator be clas-
sified into class II (performance stand-
ards). The Commissioner believes that
a. performance standard is necessary
for this device because general, con-
trols by themselves are insufficient to
control the risks to health. A perform-
ance standard would provide reason-
able assurance of the safety and effec-
tiveness of the device. The Commis-
sioner also believes that there is suffi-
cient information to establish a stand-
ard to provide reasonable assurance of
the safety and effectiveness of the
device. Although external programma-
ble pacemaker pulse generators are
used both as diagnostic devices and as
monitoring devices, they will be listed
in the Code of Federal Regulations
under cardiovascular diagnostic de-
vices because, diagnosis is the more
common use.

Therefore, under the Federal Food,
Drug, and, Cosmetic Act (sees. 5I,
701(a), 52 Stat. 1055. 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 51),
the Commissioner proposes to amend
Part 870 in Subpart B by adding new
§ 870.1750 as follows:

§870.1750, External programmable pace-
maker pulse generator.

(a) Identification. Ar. external pro-
grammable pacemaker- pulse generator
is a device that can be programmed to
produce one or more pulses at. prese-.
lected intervals; this crevice is used in
electrophysiologfcal studies.
(h) Classification. Class II (perform-

ance standards)

Interested persons may, on or before
May 8. 1979, submit to the Hearing
Clerk (EEFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD, 20857,. written
comments regarding this prdposaL

Four copies of all comments shall be
submitted-, except that individuals
may submit single copies of comments.
and, shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading- of this docu-
ment. Received comments may be seen
in, the above office between the hours
of 9, a.m. and 4 pr.m., Monday through
Friday.

Dated: February 26, 1979.
JOSEPH P. HI1,

Associate Commissioner
for Regulatory Affair3.

[FR Doc. 79-6136 Filed 3-8-79 8:45 amn

[4110-03-Mi
[21 CFR Part 8701

[Docket No. 78N-14401

MEDICAL DEVICES '

Classification of Withdrawal-Infusion Pumps

AGENCY: Food and Drug Administra-
tion.

ACTION: Proposed Rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) Is issuing for
public comment a proposed regulation
classifying withdrawal-infusion pumps
into class U1 (performance standards).
The FDA is also publishing the recom-
mendation of the Cardiovascular.
Device- Cla~sification Panel that the
device be classified into class I1. The
effect of classifying a device into clas"
II is to provide for the future develop-
ment of one or more performance
standards to assure the safety and ef-
fectiveness of the device. After consid-
ering public comments, FDA will issue
a final regulation classifying the
device. These actions are being taken
under the Medical Device Amend-
ments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of Its publl-
,cation in the FEDERAL REGISTER.

ADDRESS. Written comments to the
Hearing Clerk (iEIFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR, FURTHER INFORMATION
CONTACT:

Glerm A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health-, Education, and Wel-
fare, 875T Georgia Ave., Silver
Spring, IMAD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION"

A proposal elsewhere in this Issue of
the FEDERAL. REGISTER provides back-
ground Information concernlng~the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of withdrawal-infusion pumps:

1. rdentification: A withdrawalinfu-
sion pump is a device designed to
inject accurately medications Into the
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bloodstream and to withdraw blood
samples for use in determining cardiac
output.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
high priority.

3. Summary of reasons for recom-
mendation: Although withdrawal-infu-
sion pumps can be life-supporting and
life-sustaining, the Panel recommends
that this device be classified into Class
II. This device is attached to the body
through an intravascular catheter and
is used in a clinical environment where
excessive leakage current can be a seri-
ous hazard. Thus the electrical charac-
teristics of this device, e.g., electrical
leakage current, need to meet certain
requirements. Performance character-
istics, including accuracy, reproducibil-
ity, and any limitations on the device's
measurement of fluid volume delivery
or withdrawal, should be maintained
at a generally--accepted satisfactory
level and should be made known to
the user through special labeling. The
device is used with other devices in a
system that may be-hazardous if not
satisfactorily assembled, used, and
maintained. The Panel believes that a
performance standard will provide rea-
sonable assurance of the safety and ef-
fectiveness of the device and that
there is sufficient information to es-
tablish a standard to provide such as-
surance. The Panel believes that gen-
eral controls alone would not provide
sufficient control over the perform-
ance characteristics of this device.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device. In addition, the Panel reviewed
the "Final Report: Safety and Per-
formance of Angiographic Injectors
and Infusion and Withdrawal Pumps,"
of June 30, 1977, prepared under con-
tract for FDA by the Utah Biomedical
Testing Laboratory. This report cites
four types of infusidn and withdrawal
pumps, including this device. The
report states that the performance re-
quired of a withdrawal-infusion pump
is the delivery (or withdrawal) of fluid
to (or from) the patient in an accu-
rate, controllable manner, without in-
adver.tent administration of substances
not intended to be delivered (e.g., air
or electrical energy). The report shows
that standards can be established for
these characteristics.

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmias. -Electrical leakage

current can also cause electrical shock
to a physician during a catheterization
or surgical procedure, and this may
lead to iatrogenic complications. (b)
Inaccurate administration of drugs:
An inaccurate pump speed control car
produce an overdosage or underdosage
of a drug. (c) Inaccurate determina-
tion of the patient's cardiac output:
Inaccurate pump speed control can-
also result in inaccurate determination
of cardiac output.

PROPosED CLASSIFCATION

The Commissioner agrees with the
Panel's recommendation and Is pro-
posing that the withdrawal-Infuslon
pump be classified into class II (per-
formance standards). Although the
device can be life-supporting, the Com-
missioner believes that a performance
standard is sufficient to provide rea-
sonable assurance of the safety and ef-
fectiveness of the device. The Commis-
sioner also believes that there Is suffi-
cient information to establish a stand-
ard to provide reasonable assurance of
the safety and effectiveness of the
device. The Commissioner believes
that general controls by themselves
are insufficient to control the risks to
health of the device. Although with-
drawal-infusion pumps are used both
as diagnostic devices and as therapeu-
tic devices, they will be listed in the
Code of Federal Regulations under
cardiovascular diagnostic devices be-
cause diagnosis is the more common
use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart B by adding new
§ 870.1800 as follows:

§ 870.1800 Withdrawal-infusion pump.
(a) Identification. A withdrawal-in-

fusion pump is a device designed to
inject accurately medications into the
bloodstream and to withdraw blood
samples for use in determining cardiac
output.

(b) Classificatiom Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockvlle, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 am. and 4 p.m., Monday through
Friday.

Dated: February 26,1979.
JosEPH P. H=

Associate Commissioner
for-Regulatory Affairs.

[FR Doc. 79-6137 Fried 3-8-79; 8:45 am]

[I I 10-03-M]
[21 CFR Part 8701

[Docket No. 78N-1441]

MEDICAL DEVICES

Classificalion of Stethoscopes

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed Rule.

SUMMARY: The Food and Drug Ad-
ministration .(FDA) is issuing for
public comnient a proposed regulation
classifying stethoscopes into class II
(performance standards). The FDA is
also publishing the recommendation
of the Cardiovascular Device Classifi-
cation Panel that the-device be classi-
fied into class II and the recommenda-
tions of the General Hospital and Per-
sonal Use Device Classification Panel
and the General and Plastic Surgery
Device. Classification Panel that the
device be classified into class I (gener-
al controls). The effect of classifying a
device into class II is to provide for the
future development of one or more
performace standards to assure the
safety and effectiveness of the device.
After considering public comments,
FDA will issue a final regulation clas-
sifying the device. These actions are
being taken under the Medical Device
Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FxaA.LREGms;=
ADDRESS: Written comments to the
Hearing Clerk (EPA-3O5), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockvlle, MD 20857.
FOR FURTHER INFORMATION
CONTACT.

Glenn A. Rahmoeller, Bureau of
Medical Devices CHFK-450, Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANwm RECOMMENDAION -

A proposal elsewhere in this issue of
the FEDmuL REGIsY provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, the General Hospital and
Personal Use Device Classification
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Panel, and the General and Plastic that places the patient at risk unnec-
Surgery Device Classification Panel, essarily.
FDA advisory committees, made the
following recommendations with re- PROPOSED CLASSIFICATION
spect to the classification of stetho- The Commissioner agrees with the
scopes: - -'recommendation of the Cardiovascular

1. Identification: A stethoscope is a Device Classification Panel and is pro-
mechanical or electrically amplified posing that the stethoscope be classi-
device used to project the sounds asso fled Into class II (performance stand-
ciated with the heart, arteries, and ard to missioer beliee tat
veins. ards). The Commisioner believes that

2. Recommended classification: The a performance standard is necessary
Cardiovascular Device Classification for this device because general con-
Panel recommends that the stetho- trols by themselves are insufficient to
scope be classified into class II (per- control misdiagnosis listed as a risk to
formance standards) and that estab- health by the Cardiovascular Device
lishing a performance standard for Classification Panel. A performance
this device be a low priority. The Gen- standard would provide reasonable as-
eral Hospital and Personal Use Device surance of the safety and effectiveness
Classification Panel and the General of the device. The Commissioner also.
and Plastic Surgery Device Classifica- believes that there is sufficient infor-
tion Panel recommend that stetho- mation to establish a standard to pro-
scopes be classified into class I (gener- vide reasonable assurance of the
al controls) with no exemptions.

3. Summary of reasons for recom- safety and effectiveness of the device.

mendation: The Cardiovascular Device Although stethoscopes have many

Classification Panel recommends that uses, this device will be listed In the
the stethoscope be classified Into class Code of Federal Regulations under
II because this device is neither life- cardiovascular devices because cardio-

.supporting nor life-sustaining but is vascular uses are the most common.
potentially hazardous to life or health Therefore, under the Federal Food,
even when properly used. This device Drug, and Cosmetic Act (secs. 513,
is used routinely in a wide variety of 701(a), 52 Stat. 1055, 90 Stat. 540-546
diagnostic medical procedures. Per- 21 U.S.C. 360c, 371(a))) and under au-
formance characteristics, incluiling thority delegated to him (21 CFR 5.1),
adequate frequency response, should the Commissioner proposes to amend
be maintained at a generally accepted,
satisfactory level and should be made Part 870 in Subpart B by adding new

known to the user through special la- § 870.1875 as follows:

beling. The Panel believes that gener- §870.1875 Stethoscope.
al controls alone would not provide
sufficient control over the perform- (a) Identification. A stethoscope is a
ance characteristics of this device. The mechanical or electrically amplified
Panel believes that a performance device used to project the sounds asso-
standard will provide reasonable assur- ciated with the heart, arteries, and
ance of the safety and effectiveness of veins.
the device and that there is sufficient (b) Classification. Class II (perform-
information to establish a standard to ance standards).
provide such assurance. The General
and Plastic Surgery Device Classifica- Interested persons may, on or before
tion Panel and the General Hospital May 8, 1979, submit to the Hearing
and Personal Use Device Classification Clerk (HFA.-305), Food and Drug Ad-
Panel believe that the device presents ministration, Rm. 4-65, 5600 Fishers
no potential hazards to life or health Lane, Rockville, Md. 20857, written
and that general controls are suffi- comments regarding this proposal.
cient to provide reasonable assurance Four copies of all comments shall be
of the safety and effectiveness of the submitted, except that individuals
device. may submit single copies of comments,

4. Summary of data on which the and shall be identified with the -Hear-
recommendation is based: The Panel ing Clerk 'docket number found in
members based their recommenda- brackets in the heading of this docu-
tions on the potential hazards associ- ment. Received comments may be seen
ated with the inherent properties of
the device and on their personal in the above office between the hours

knowledge of, and experience with; of 9 a.m. and 4 p.m., Monday through
the device. Friday.

5. Risks to health: Misdiagnosis: In- Dated: February 26, 1979.
adequate design with regard to fre-
quency response can lead to kenera- JOSEPH P. H=E,
tion of inaccurate diagnostic data. If Associate Commissioner
inaccurate diagnostic data are used in for Regulatory Affairs.

managing the patient, the physician (FR Doc. 79-6138 Filed 3-8-79; 8:45 am]
may prescribe a course of treatment

[4110-03-M]
[21 CFR Part 8701

[Docket No. 78N-1442]

MEDICAL DEVICES

- Classification of Thermodilutlon Probes

AGENCY:'Food and Drug Administra-
tion.

ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying thermodilution probes into
class II (performance standards). The
FDA is also publishing the recommen-
dation of the Cardiovascular Device
Classification Panel that the device be
classified into class II. The effect of
classifying a device into class II Is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final regu-
lation classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of 1976.
DATE: Comments by May 8, 1979. The
Commissioner of Food and Drugs pro-
poses that the final regulation based
on this proposal become effective 30
days after the date of Its publication
in the FEDERAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305). Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450). Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7759.

SUPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION

A'proposal elsewhere in this issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation,
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of therodilution probes:

1. Identification: A thermodilution
probe is a device that monitors cardiac
output by use of thermodilution tech-
niques; this device is commonly at-
tached to a catheter that may have
one or more probes.

2. Recommended classification: Class
II (performance standards). The Panol
recommends that establishing a per-
formance standard for this device be a
high priority.
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3. Summary of reasons for recom-
mendations: The Panel .recommends
that thermodilution probes be classi-
fied into class II because this device is
neither life-supporting nor life-sus-
taining, but is potentially hazardous to
life or health even when properly
used. If the device is inadequate for
accurate and precise measurement of
cardiac output, the resulting misdiag-'
nosis could have a significant negative
effect on the patient's health. Because
the device is place directly in contact
with the bloodstream, it should be de-

-signed and constructed to minimize
disruption of normal blood flow and
foreign body reactions. Materials used
in the device should meet a generally
accepted satisfactory level of tissue
and blood compatability, including re-
quirements for adequate surface finish
and cleanliness, which may affect the
degree of compatiblity. This device is
attached to the body directed or
through a catheter and is used in a
clinical environement where excessive
leakage current can be a serious
hazard. Thus the electrical character-
istics of this device, e.g., electrical
leakage current, need to meet certain
requirements. Performance character-
istics, including accuracy, reproducibil-
ity, and any limitations on the device's
measurement of cardiac output,
should be maintained at a generally
accepted satisfactory level and should
be made known to the user through
special labeling. The device is used
with other devices in a system that
may be used hazardous if not satisfac-
torily assembled, used, and main-
tained. The Panel believes that gener--
al controls alone would not provide
sufficient control over the perform-
ance characteristics of this device. The
Panel believes that a performance
standard will provide reasonable assur-
ance of the safely and effectiveness- of
the device and that there is sufficient
information to establish a standard to
provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members .based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of and experience with, the
device.

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmias. Electrical leakage
current can also'cause electrical shock
to a physician during a catheterization
or surgical procedure, and this mak
lead to iatrogenic complications. (b)
Misdiagnosis: Inadequate design with
regard to resistance change in the
device or the device's accuracy can
lead to generation of inaccurate diag-

nostie data. If inaccurate diagnostic
data are used In managing the patient,
the physician may prescribe a course
of treatment that places the patient at
risk unnecessarily. (c) Thromboembo-
lism: Inadequate blood compatibility
of the materials used in this device
and inadequate surface finish and
cleanliness can lead to potentially de-
bilitating or fatal thromboemboll.

P 0PosED CLAssrrCAvo

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the thermodilution probe
be classified into class II (performance
standards). The Commissioner believes
that a performance standard is neces-
sary for this device because general
controls by themselves are insufficient
to control the risks to health. A per-
formance standard would provide rea-
sonable assurance of the safety and ef-
fectiveness of the device. The Commis-
sioner also believes that there is suffi-
cient information to establish a stand-
ard to provide reasonable assurance of
the safety and effectiveness of the
device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513.
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c. 371(a))) and under au-
thority delegated to him (21 CFR 5.1).
the Commissioner proposes to amend
Part 870 in Subpart B by adding new
§ 870.1915 as follows:

§ 870.1915 Thermodilution probe.
(a) Identification. A thermodilution

probe is a device that monitors cardiac
output by use of thermodilution tech-
niques; this device is commonly at-
tached to a catheter that may have
one or more probes.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 ami. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JossrzH P. ILA

Associate Commissioner
for Regulatory Affairs.

[FR Doc. 79-6139 Filed 3-8-79; 8:45 am]

[4110-03-M]
121 CFR Part 870]

MDocket No. 78N-14431

MEDICAL DEVICES

Classiilction of Blopofential Amplifier and
Signal Conditioners

AGENCY: Food and Drug Administra-
tion.

ACTION: Proposed rule:

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying biopotential amplifiers and
signal conditioners into class II (per-
formance standards). The FDA is also
publishing the recommendation of the
Cardiovascular Device Classification
Panel that the device be classified into
class II. The effect of classifying a
device into class II is to provide for the
future development of one or more
pe'formance standards to assure the
safety and effectiveness. of the device.
After considering public comments,
FDA will issue a final regulation clas-
sifying the device. These actions are
being taken under the Medical Device
Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FmWmL REGismra

ADDRESS: Written comments to the
Hearing Clerk- (HPA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT.

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave.- Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PATL RECO=mmnDAno

A proposal elsewhere in this issue of
the F rmDAL RExs'r= provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
'tee, made the following recommenda-
tion with respect to the classification
of blopotential amplifiers and signal
conditioners:

1. Identification: A biopotential am-
plifler and signal conditioner is a
device used to amplify or condition an
electrical signal of biologic origin.

2. Recommended classification:
Class II (performance standards). The
Panel recommends that establishing a
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performance standard for this device
be a medium priority.

3. Summary of reasols for recom-
mendation: The Panel recommends
that blopotential amplifiers and signal
conditioners be classified into class II
because this electrically powered
device is neither life-supporting nor
life-sustaining, but is potentially haz-
ardous to, life or health even when
properly used. If the amplification and
conditioning are inadequate for accu-
rate and precise measurement of the
bloelectric signal, the resulting mis-
diagnosis could have a significant neg-
ative effect on the patient's health.
This device is attached to the body
through electrodes and' is used in a
clinical environment where excessive
leakage current can be a serious
hazard. Thus the electrical character-
istics of this device, e.g., electrical
leakage current, need to meet certain
requirements. Performance character-
istics, including accuracy, stability,' fre-
quency response, input impedance,
and any limitations on the device's
electrical design, should be maintained
at a generally accepted -satisfactory
level and should be made known to
the usei" through special labeling. The
device is used with other devices in a
system that may be hazardous if not
satisfactorily assembled, used, and
maintained. The Panel believes that
general controls alone would not pro-
vide sufficient control over the per-
formance characteristics of this
device. The Panel believes that a per-
formance standard will provide reason-
able assurance of the safety and effec-
tiveness of the device and that there is
sufficient" information to establish 'a
standard to provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device'

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmlas. Electrical leakage
current can also cause electrical shock
to a physician during a catheterization
or surgical procedure, and this may
lead to iatrogenic complications. (b)
Misdiagnosis: Inadequate design with
regard to frequency response and ac-
curacy and stability of zero and cali-
bration can lead to generation of inac-
curate diagnostic data. If inaccurate
diagnostic data are used in managing
the patient, the physician may pre-
scribe a course of treatment that
places the patient at risk unnecessar-
ily. ,

PROPOSED RULES

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing'that the biopotential amplifier
and signal conditioner be classified
into class II (perfo-mance standards).
The Commissioner believes that a per-
formarlce stmndard is necessary for
this device because general controls by
themselves are insufficient to control
the risks to health. A perfohnance
standard would provide reasonable as-
surance of the safety and effectiveness
of the device. The Commissioner also
believes that there is sufficient infor-
mation to establish a standard to pro-
vide reasonable assurance of the
safety and effectiveness of the device.
Although biopotential amplifiers and
signal conditioners are used both as di-,
agnostic devices and as monitoring de-
vices, they will be listed in the Code of
Federal Regulations under cardiovas-
-cular monitoring devices because mon-
itoring is the more commbn use.

Therefore, under the Federal Food
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated t6 him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 by adding new Subpart C and
new 870.2050 as follows:

Subpart C-Cardiovascular Monitoring Devices

§ 870.2050 Biopotential amplifier and
signal conditioner.

(a) Identification, 'A biopotential
-amplifier and signal conditioner is a
device used to amplify or condition an
electrical signal of biologic origin. ,

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 1979, submit to the Hearing Clerk
(IIFA-305), Food and Drug'Adminis-
tration, Rm. 4-65, 5600 Fishers Lane,
Rockville, MD 20857, written com-
ments regarding this proposal. Four
coiies of all comments shall be sub-
mitted, except that individuals may
submit single copies of comments, and
shall be identified with the Hearing
Clerk docket number found in brack-
ets in the heading of this document.
Received comments may be seen in
the above office between the hours of
9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.

JOSEPH P. HILE,
Associate Commissioner

for Regulatory Affairs.
EFR Doc. 79-6140 Filed 3-8-79; 8:45 am]

[4110-03-M]

121 CFR Part 070]

[Docket No. 78N-1444]

MEDICAL DEVICES

Classification of Transducer Signal Ampliflors
and Condillonors

AGENCY: Food and Drug Administra-
tion,

ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad-,
ministration (FDA) Is Issuing -for
public comment a proposed regulation
classifying transducer signal amplifi-
ers and conditioners Into class II (per-
formance standards), The FDA Is also
publishing the recommendations of
the Cardiovascular Device Classifica.
tion Panel and the Anesthesiology
Device Classification Panel that the
device be classified Into class II. The
effect of classifying a device into class
II is to provide for the future develop-
ment of one or more performance
standards to assure the safety and ef-
fectiveness of the device, After consid-
ering public comments, FDA will Issao
a final regulation classifying the
device. These actions are being taken
under the Medical Device Amend-
ments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of Its publi-
cation in the FEDERAL REISTRt.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857,

FOR FURTHER INFORMATION
CONTACT:

Glenn A. Ranhmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION

A proposal elsewhere in this Issue of
the FEDER L REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classlfica,
tion Panel, and the Anesthesiology
Device Classification Panel, FDA advi-
sory committees, made the following
recommendation on the classification
of, transducer signal amplifiers and
conditioners:

1. Identification: A transducer signal
amplifier and conditioner is a" device
used to provide the excitation energy
for the transducer and to amplify or
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condition the signal emitted by the
transducer.

2. Recommended classification: Class
II (performance standards). The
Panels recommend that establishing a
performance standard for this device
be a medium priority.

3. Summary of reasons for recom-
mendation: The Panels recommend
that the transducer signal amplifiers
and conditioners be classified into
class II because this electrically
powered device is neither life.support-
ing nor life-sustaining, but Is poten-
tially hazardous to life or health even
when properly used. If signal amplifi-
cation and conditioning are inad-
equate for- accurate and precise mea-
surement of a physiological function,
the resulting misdiagnosis could have
a-significant negative effect on the pa-
tient's health. This device is attached
to the body through transducers and
is used in a clinical environment where
excessive leakage current can be a seri-
ous hazard. Thus the electrical charac-
teristics of this device, e.g., electrical
leakage current, need to meet certain
requirements. Performance character-
istics, including accuracy, reproducti-
bility, and any limitations on the de-
vice's electrical design should be main-
tained at a generally accepted satisfac-
tory level and should be made known
to the user through special labeling.
The device is used with other devices
in a system that may be hazardous if
not satisfactorily assembled, used, and
maintained. The Panels believe that
general controls alone would not pro-
vide sufficient control over the per-
formance and electrical characteristics
of this device. The Panels believe that
a performance standard will provide
reasonable assurance of the safety and'
effectivenes of the device and that
there is sufficient information to es-
tablish a standard to provide such as-
surance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommenda-
tions on the potential hazards "associ-
ated with the inherent properties of
the device and on their personal
knowledge of, and experience with,
the device.-

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmias. Electrical leakage
current can also cause electrical shock
to a physician during a catheterization
or surgical procedure, and this may
lead to iatrogenic complications. (b)
Misdiagnosis: If the zero or calibration
of the device is inaccurate or unstable,
or if the device provides an inadequate
frequency response, the device may
generate inaccurate diagnostic data. If
inaccurate diagnostic data are used in

managing the patient, the physician
may prescribe a course of treatment
which places the patient at risk unnec-
essarily.

PROPOSED CLASSICATION

The Commissioner agrees with the
panels' recommendations and Is pro-
posing that the transducer signal am-
plifier and conditioner be classified
into class II (performance standards).
The Commissioner believes that a per-
formance standard Is necessary for
this device because general controls by
themselves are Insufficient to control
the risks, to health, a performance
standard would provide reasonable as-
surance of the safety and effectiveness
of the device. The Commissioner also
believes that there Is sufficient Infor-
mation to establish a standard to pro-
vide reasonable assurance of the
afety and effectiveness of the device.

Because the transducer signal amplifi-
er and signal conditioner is used to
measure many cardiovascular func-
tions, and because the recommenda-
tion of the Anesthesiology Device
Classification Panel deals with the
measurement of blood pressure, this
device will- be listed in the Code of
Federal Regulations under cardiovas-
cular devices. Although transducer
signal amplifiers and conditioners are
used both as diagnostic devices and as
monitoring devices, they will be listed
in the Code of Federal Regulations
under .cardiovascular monitoring de-
vices because monitoring Is the more

'common use.
Therefore, under the Federal Food.

Drug, and Cosmetic Act (secs. 513.
701(a), 52 Stat 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the commissioner proposes to amend
Part 870 in Subpart C by adding new
§ 870.2060 as follows:

§ 870.2060 Transducer signal amplifier
and conditioner.

(a) Identification. A transducer
signal amplifier and conditioner Is a
device used to provide the excitation
energy for the transducer and to am-
plify or condition the signal emitted
by the transducer.

Classification. Class II (performance
standards).

Interested persons may, on or before -
May 8, 1979, submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
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of 9 am. and 4 pm., Monday through
Friday.

Dated: February 26, 1979.

JOSEPH P. HILE,
Associate Commissioner

forRegulatoryAffairs.
[FR Doc. 79-6141 Filed 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Part 870]

[Docket No. 78N-1445]

MEDICAL DEVICES

Casslfication of Cardiovasular Blood
Fiowmefers

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) Is Issuing for
public comment a proposed regulation
classifying cardiovascular blood flow-
meters into class II (performance
standards). The FDA Is also publish-
Ing the recommendations of the Car-
diovascular Device Classification
Panel, and the Anesthesiology Device
Classification Panel, the Gastroenter-
ology and Urology Device Classifica-
tlon Panel, the General and Plastic
Surgery Device Classification Panel
that the device be classified Into class
IL The effect of classifying a device
into class II is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments,
FDA will Issue a final regulation-cl-s-
sifying the device. These actions are
being taken under the Medical Device
Amendments of 1976.

DATES: Comments by May 8, 1979.
The Commisoner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation In the FEDm L REmsTER.

ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857

FOR FURTHER INFORMATION
CONTACT:.

Glenn A. Rahmoeller. Bureau of
Medical Devices (HF'K-450), Food
and Drug Administration, Depart-
ment of Health. Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PAmm REcom =DAnrO

A proposal elsewhere In this Issue of
the Fmmsa RxmsaTR provides back-
ground information concerning the de-
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velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, the Anesthesiology Device
Classification Panel, the Gastroenter-
ology and Urology ,Device Classifica-
tion Panel, and the General and Plas-
tic Surgery Device Classification
Panel, FDA advisory comlinittees,
made the following recommendations
regarding the classification of cardio-
vascular blood flowmeters:

1. Identification: A cardiovascular
blood flowmeter is a device, connected
to a flow transducer, that energizes
the transducer and processes and dis-
plays the blood flow signal.

'2. Recommended classification: Class
II (performance standards). The
Panels recommend that establishing a
performance standard for this device
be a medium priority.

3. Summary of reasons .for recom-
mendati6n: The Panels recommend
that blood flowmeters be classified
into class II because this electrically
powered device is neither life-support-
ing nor life-sustaining, but is poten-
tially hazardous to life or health even
when properly used. If the device is in-
adequate for accurate and precise
measurement of blood flow, the result-
ing misdiagnosis could have. a signifi-
cant negative effect on the patient's
health. This device is attached to the
body through a low transducer ands
used in a clinical environment where
excessive leakage current can be a seri-
ous hazard. Thus the electrical charac-
teristics of this device, e.g., electrical

,leakage current, need to meet certain
requirements. Although the device re-
leases an acceptable energy level into
the body when functioning properly,
unsafe energy levels may be released if
the device malfunctions. Performance
characteristics, including accuracy, re-
producibility, and any limitations on
the device's measurement of blood
flow, should be maintained at a gener-
ally accepted satisfactory level and
should be made known to the user
through special labeling. The device is

,used with other devices in a system
that may be hazardous if not satisfac-
torily assembled, used, and main-
tained. The Panels believe that gener-
al controls, alone would not provide
sufficient control over the perform-
ance and electrical characteristics of
this device. The Panels believe that a
performance standard will provide rea-
sonable assurance of the safety and ef-
fectiveness of the device and that
there is sufficient Information to es-
tablish a standard to provide such as-
surance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommenda-
tions on the potential hazards associ-
ated with the inherent properties of
the device and on their personal

knowledge of, and experience with,
the device.

5. Risks to health: (a) Caxdiac ar-
rhythnias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electropbysiology of
the heart, leading to the onset of car-
diac arrhythmias. Electrical leakaqe
current can also cause electrical shock
to a physician during a catheterization
or surgical procedure, and this may
lead to iatrogenic' complications. (b)
Misdiagnosis: If the zero or calibration
of the device is inaccurate or unstable,
the device may generate inaccurate di-
agnostic data. If inaccurate diagnostic
data are used in managing the patient,
the physician may prescribe a course
of treatment that places the patient at
risk unnecessarily. (c) Tissue and
blood damage: If the device is not de-
signed properly, ultrasonic energy can
be released into the body at levels that
can damage tissue and blood.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panels' recommendations and is pro-
posing that the cardiovascular blood
Zlowmeter be classified into class II
(performance standards). The Com-
missioner believes that a performance
standard.is necessary for this device
because -general controls by them-
selves are insufficient to control the
risks to health. A-performance stand-
-ard would provide reasonable assur-
ance of the safety and effectiveness of,
the device. The Commissioner also be-
lieves that there is sufficient informa-•
tion to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device. Because
blood flow is an indicator of cardiovas-
cular function, this device will be
listed in the Code of Federal Regula-
tions (CFR) under cardiovascular de-
vices. Although cardiovascular blood
flowmeters are used both as diagnostic
devices and as monitoring devices,
they will be listed in the CFR under
cardiovascular monitoring devices be-
cause monitoring is the more common
use.

Therefore, under the Federil Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and ufder au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart C by adding new
§-870.2100 as follows:

§ 870.2100 Cardibvascular blood flow-
meter.

(a) Identification.. A cardiovascular
blood flowmeter is a device that is con-
nected to a flow transducer that ener-
gizes the transducer and processes and
displays the blood flow signal.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockvlle, MD 20857, written
comments regarding this propo:.ai.
Four copies of all comments shall be
submitted, except that Individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found In
brackets in the heading of this docU-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JOSEPItI P. HILE,

/ Associate Commissioner
for RegulatoryAffairi

CPR Doc. 79-6142 Filed 3-8-79; 8:45 am]

[4110-03--t]

[21 CFR Part 8701

[Docket No. 78N-14461

MEDICAL DEVICES

Classification of Extravascular Blood Flow
- Probes

AGENCY: Food and Drug Administra-
tion.

ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is Issuing for
public comment a proposed regulation
classifying extravascular blood flow
probes into class II (performance
standards). The FDA is also publish-
ing the recommendation .of the Car-
diovascular Device Classification
Panel and the Anesthesiology Device
Classification ?anel that the device be
classified into" class II. The effect of
classifying a device Into class II Is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final regu-
lation classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of 1076.
DATES: Comments by May 8, 1979,
The Commissioner of Food, and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of Its publi-
cation in the. FEDERAL REISER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, ID 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rabmoeller, Bureau of
Medical Device (11M-450), Food
and Drug Administration, Depart-
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ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, DvID 20910, 301-427-7559.

SUPPE ENTARY INFORMATION:

PARCEL RECOLUIENDATIOI

A proposal elsewhere in this issue of
the FEari. REGisTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel and the Anesthesiology
Device Classification Panel, FDA advi-
sory committees, made the following
recommendation regarding classifica-
tion of extravascular blood flow
probes:

1. -Identification: An extravascular
blood flow probe is an extravascular
ultrasonic or electromagentic probe
used in conjunction with a blood flow-
meter to measure blood flow in a
chamber or vessel

2. Recommended classification: Class
"I (performance standards). The
Panels recommend that establishing, a
performance standard for this device
be a low priority.

3. Summary of reasons for recom-
mendation: The Panels recommend
that extravascular blood flow probes
be classifed into class II because this
device is neither life-supporting nor
life-sustaining, but is potentially haz-
ardous to life or health even when
properly used. If the device is inad-
equate for accurate and precise blood
flow measurement, the resulting mis-
diagnosis could have a significant neg-
ative effect on tfie patient's health.
This device is attached to the body
tfirough the skin or the exterior sur-
face of the blood vessels and is used in
a clinical environment where excessive
leakage current can be a serious
hazard. Thus the electrical character-
istics of this device, e.g., electrical
leakage current, need to meet certain
requirements. Performance character-
istics, including accuracy, reproducibil-
ity, and any limitations on the device's
blood flow measurement, should be
maintained at a generally accepted
satisfactory level and should be made
known to the user through special la-
beling. Materials used in the device
should meet a generally accepted satis-
factory level of tissue and blood com-
patibility, including requirements for
adequate surface finish and cleanli-
ness, which may affect the degree of
compatibility. The device -is used with
other devices in a system that may be
hazardous if not- satisfactorily assem-
bled, used, and maintained. The
Panels believe that general controls
alone would not provide sufficient con-
trol over the performance characteris-
tics of this device. The Panels believe
that a performance standard will pro-
vide reasonable assurance of the
safety and effectiveness of the device
and that there is sufficient informa-

tion to establish a standard to provide
such assurance.

4- Summary of data on which the
recommendation Is based: The Panel
members based their recommenda-
tions on the potential ha=ards as;ocl-
ated with the lnherent properties of
the device and on their personal
knowledge of, and experience with,
the device.

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmlas. Electrical leakage
current can also cause electrical shoc:
to a physician during a catherteriza-
tion or surgical procedure, and this
may lead to latrogenic complications.
(b) Tissue and blood damage: If the
device is not properly designed, exces-
sive energy can be released into the
body at levels that can damage tLssue
and blood. (c) MisdiagnosL- If the zero
or calibration of the device is inaccu-
rate or unstable, the device may gener-
ate inaccurate diagnostic data. If inac-
curate diagnostic data are used in
managing the patient, the physician
may prescribe a course of treatment
that places the patient at risk unnec-
essarily.

PROPOSED CLASSMrZCATIOZZ

The Commissioner agrees with the
Panels' recommendations and Is pro-
posing that the extravascular blood
flow probe be classified into class II
(performance standards). The Com-
missioner believes that a performance
standard is necessary for this device
because general controls by them-
selves are Insufficient to control the
risks to health. A performance stand-
ard would provide reasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-
lieves that there is sufficient Informa-
tion to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device. Because
the measurement of blood flow is an
indicator of cardiovascular function.
this device will be listed in the Code of
Federal Regulations (CFR) under car-
diovascular devices. Although *extra-
vascular blood flow probes are used
both as diagnostic devices and as mon-
itoring devices, they will be listed in
the CFR under catdiovascular moni-
toring devices because monitoring is
the more common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513.
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1).
the Commissioner proposes to amend
Part 870 In Subpart C by adding new
§ 870.2120 as follows:

§ 8702120 Extravascular blood flo w
probe.

(a) Idcntfication. An extraasular
blood flow probe is an extravasular
ultrasonic or electromagnetic probe
used in conjunction vith a blood fl-
meter to measure blood flow in a
chamber or vsel.

(b) Clarsffication. Class II (parfor m-
ance standards).

Interested persons may, on or tefore
May 8, 1979 submit to the Hearin-
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, IMD 20857, written
comments regarding this proposl-
Four copies of all comments shall be
submitted, except that individuais
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brachets in the heading of this doau-
ment. Received comments may be san
in the above office between the hours
of 9 am. and 4 pm.. Monday through
Friday.

Dated-" February 26, 1979.
JosEPH P. Him,

Associate Commissioner
for Regulatory Affa i

[FR Doc. 79-6143 Filed 3-1-79; 8:45 =m

[4110-03-4]

121 CFr Part 870]

[Docket No. 8aN-14471

MEDICAL DEVICES

Classification of Cardiac Moniltors (Including
Cardialachomelers and Rate AJarms)

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed Rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying cardiac monitors (including
cardlotachometers and rate alarms)
Into class 3I (performance standards).
The PDA is also publishing the recom-
mendations of the Cardiovascular
Device Classification Panel, the Gen-
eral Hospital and Personal Use Device
Classification Panel, and the Anesthe-
siology Device Classification Panel
that the device be classified into class
II. The effect of classifying a device
into class II is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device-
After considering public comments,
FDA will issue a final regulation clas-
sifying the device. These actions are
being taken under the Medical Device
Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
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proposes that the finalregulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEtL REGISTER.

ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.

FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., - Silver
Spring, MD 20910, 301-427-7559,'

SUPPLEMENTARYI INFORMATION:

PANEL RECOMMENDATION..

A proposal elsewhere inthis issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, "the General Hospital and
Personal Use Device- Classification
Panel, and the Anesthesiology Device
Classification Panel, FDA advisory
committees, made the following rec-
ommendation regarding classification
of cardiac monitors (including cardio-
tachometers and kate alarms):

1. Identification: A cardiac monitor
(including a cardiotachometer and a
rate alarm) is a device used to measure
the heart rate from an analog signal
produced by an electrocardiograph,
vectorcardiograph, or. blood pressure
monitor. This device may sound an
alarm when. the heart rate falls out-
side preset upper and'lower limits.
1 2. Recommended classification: Class
II (performance standards). The
Panels recommend that establishing a
performance standard for this device
be a high priority.

3. Summary of reasons for recom-
mendation: The Panels recommend
that cardiac monitors be classified into
class II because this electrically
powered device is neither life-support-
ing nor life-sustaining, but is poten-
tially hazardous to life or health even
when properly uwed. Failure of the
device to accurately measure heart
rate can result in misdiagnosis that
could have a significant negative
effect on the patient's health. This
device is attached to the body through
a series of amplifiers, transducers, or
electrodes and is used in a clinical en-
vironment where excessive leakage
current can be a serious hazard. Thus
the electrical characteristics of this
device, e.g., electrical leakage current,
need to meet certain requirements.
Performance characteristics, including
accuracy, reproducibility, and any
limitations on the device's measure-
ment of, heart rate, should be main-
tained at, a generally accepted satisfac-

PROPOSED RULES

tory Jevel and should be made known,
to the user through special labeling.
The device is used with other devices
in a system that may be hazardous if
not satisfactorily assembled, used, and
maintained. The Panels believe that
general controls alone would not pro-
vide sufficient control over the per-
formance and electrical characteristics
of this device. The Panels believe that
a ,performance standard will provide
reasonable assurance of the safety and
effectiveness of- the device and that
there is sufficient information to es-
tablish a standard to provide such as-
surance.

4. Summa ry of data on which the
recommendation is based: The Panel
members based their recommenda-
tions on the potential hazards associ-
ated with the inherent properties of
the device and on their personal
knowledge of, and experience with,
the device.

5. Risks to health: (a) Cardiac ar-
rhytlmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmias. Electrical leakage
current can also cause electrical shock
to a physician during a catheterization
or surgical procedure, and this may
lead to iatrogenic complications. (b)
Misdiagnosis: If the zero or calibration
of the device is inaccurate or unstable,
or if the processing circuitry is inad-
equate, the device may generate inac-
curate diagnostic data. If inaccurate
diagnostic data are used in managing
the patient, the physician may pre-
scribe a course of treatment that
places the patient at risk unnecessar-
ily.

PRoPosED CLASSnIcATION

The Commissioner agrees with the
Panels' recommendations and is pro-
posing that the cardiac monitor (in-
cluding a cardiotachometer and rate
alarm) be classified into class II (per-
-formance standards). The Commis-
sioner believes that a performance
standard is necessary for this device
because general controls by them-
selves are insufficient to control the
risks to health. A performance stand-
ard would provide reasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-
lieves that there is sufficient informa-
tion to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device. Because
cardiac monitoring indicates heart
function, this device will be listed in
the Code of Federal Regulations
(CFR) -under cardiov2Ascular devices.
Although cardiac monitors (including
cardiotachometers and rate alarms)
are used both as diagnostic devices and
as monitoring devices, they . will be
listed in the CFR under cardiovascular,

monitoring devices because monitoring
is the more common use.
,Therefore, under the Federal Food,

Drug, and Cosmetic Act (sees. 513
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart C by adding new
§ 870.2300 as follows:

§ 870.2300 Cardiac monitor (including a
cardiotachometer and a rate alarm).

(a) Identification. A cardiac monitor
(including a cardiotachometer and a
rate alarm) is a device used to measure
the heart rate from an analog signal
produced by 'an electrocardiograph,
vectorcardiograph, or blood pressure
monitor. This device may sound an
.alarm when the heart rate falls out-
side preset upper and lower limits.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JOsEPH P. HiLE,

Associate Commissioner
forRegulatory Affairs.

[FR Doe. "79-6144 Filed 3-8-79; 8:46 am]

[4110-03-M]

[21 CFR Part 870]

[Docket No. 78N-14483

Medical Devices

Classification of Apex Cardiographs
(Vibrocardiographs)

AGENCY: Food and Drug Administra-
tion.

ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad.
ministration (FDA) is issuing for
public comment a proposed regulation
classifying apex cardiographs (vibro-
cardiographs) into class II (perform-
ance standards). The FDA is also pub-
lishing the recommendation of the
Cardiovascular Device, Classification
Panel that the device be classified into
class II. The effect of classifying a
device into class II is to provide for the
future development of one or more
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PROPOSED RULES

performance standards to assure the
safety and effectiveness of the device.
After considering public comments,
FDA will issue a final regulation clas-
sifying the device. These actions are
being taken under the Medical Device
Amendments of 1976.
DATES: Comments- by May 8, 1979.
The Commissioner of Food And Drugs
proposes that the, final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FmmzDr REGIStrEr.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT'

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOLUmxnATION

A proposal elsewhere in this issue of
the FmEAx REGisTRm provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of apex cardiographs (vibrocardio-
graphs):

1. Identification: An apex cardio-
graph (vibrocardiogra/ph) is a device
used to amplify or condition the signal
from an apex cardiographic trans-
ducer and to produce a visual display
of the motion of the heart; this device
also provides any excitation energy re-
quired by the transducer.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that apex cardiographs be classified
into class II because this electrically
powered device is neither life-support-
ing nor life-sustaining, but is poten-
tially hazardous to life or health even
when properly used. If the device is in-
adequate for accurate and precise
measurement of the heart motion, the
resulting misdiagnosis could have a
significant negative effect on the pa-
tient's health. This device is attached
to the body through a transducer and
is used in a clinical environment where
excessive leakage current can be a seri-
ous hazard. Thus the electrical charac-
teristics of this device, e.g., electrical
leakage current, need to meet certain
requirements. Performance character-

istics, including accuracy, reproducibil-
ity, and any limitations on the device's
measurement of the heart motion
should be maintained at a generally
accepted satisfactory level and should
be made known to the user through
special labeling. The Panel believes
that general control3 alone would not
provide sufficient control over the per-
formance and electrical chnracterztlc3
of this device. The Panel believes that
a performance standard will provide
reasonable assurance of the safety and
effectiveness of the device and that
there is sufficient information to es-
tablish a standard to provide such as-
surance.

4. Summary of data on which the
recommendation is based. The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to healtl (a) Cardiac ar-
rhythmlas or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmias. Electrical leakage
current can also cause electrical shock
to a physician during a catheterization
or surgical procedure, and this may
lead to latrogenic complications. (b)
Misdlagnosis: If the zero or calibration
of the device is Inaccurate or unstable,
the device may generate inaccurate di:
agnostic data. If inaccurate diagnostic
data are used in managing the patient,
the physician may prescribe a course
of treatment that places the patient at
risk unnecessarily.

PaOPOSEn CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the apex cardiograph (vi-
brocardiograph) be classified nto class
II (performance standards). The Com-
missioner believes that a performance
standard is necessary for this device
because general controls by them-
selves are insufficient to control the
risks to health. A performance stand-
ard would provide reasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-
lieves that there Is sufficient Informa-
tion to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device. Although
apex cardiographs (vibrocardiographs)
are used both as diagnostic devices ahd
as monitoring devices, they will be
listed in the Code of Federal Regula-
tions under cardiovascular monitoring
devices because monitoring is the
more common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513
701(a), 52 Stat. 1055, 9D Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-

thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart C by adding new
§ 870.2310 as follows:

§ 870.2310 Apax cardiograph (vibrocardo-
graph).

(a) Identification. An apex cardio-
graph (vibrocardograph) is a device
used to amplify or condition the sfgnzl
from an apex cardiographic trans-
ducer and to produce a visusl display
of the motion of the heart; this device
also provides any excitation energy re-
quired by the transducer.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall .be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified -with the Hear-
Ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 pa., Monday through
Friday.

Dated: February 26, 1979.
JosMH P. HE,

Associate Commissioner
forRegulatorg Affair.

EFR Doe. '79-6145 Fied 3-8-9; 8.45 am]

[4110-03-M]

[21 CFR Part 8701

[Docket No. 78N-14491

MEDICAL DEVICES

Caassilicatlo of Ballistocrdlosrnphs

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.
SUMdMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
class;ifying baULtocardiographs into
class II (performance standards). The
FDA is also publishing the recommen-
dation of the Cardiovascular Device
Classification Panel that the device be
classified Into class IL The effect of
classifying a device into'class Ir is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final regu-
lation classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
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proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDEAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305). Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices. (HFK-450), Food
and Drug Administration, IDepart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver-
Spring, MD 20910. 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION

A proposal elsewhere in this issue of
the FEDERAL REGISTER provides back-
gound information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of ballistocardiographs:

1. Identification: A ballistocardo-
graph is a device, including a support-
ing structure on which the patient is
place, that moves in response to blood
ejection from the heart. The device
often provides a visual display.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the ballistocardiograph be classi-
fied into class II because this electri-
cally powered device is neither life-
supporting nor life-sustaining, but is
potentially hazardous to life or health
even when properly used. If the device
fails to accurately measure cardiac
function, the resulting misdiagnosis
could have a significant negative
effect on the patient's health. This
device directly supports the whole
body of the patient and is used in a
clinical environment where excessive
leakage current can be a serious
hazard. Thus the electrical character-
istics of this device, e.g., electrical
leakage current, need to meet certain
requirements. Performance character-
istics, including accuracy, reproducibil-
ity, and any limitations on the device's
measurement of cardiac function,
should be maintained at'a generally
accepted satisfactory level should be
made known to the user through, spe-
cial labeling. The Panel believes that
general controls alone would not pro-
vide sufficient control over the per-
formance and electrical characteristics
of this device. The Panel believes that
a performance standard will provide

PROPOSED RULES

reasonable assurance of the safety and
effectiveness of the device and that
there is sufficient information to es-
tablish a standard to provide such as-
surance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical-leakage current can dis-
trub the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmias. (b) Misdiagnosis: If
the zero or calibration of the device is
inaccurate or unstable, the device may
generate inaccurate diagnostic data. If
inaccurate diagnostic data are used in
managing the patient, the physician
may prescribe a course of treatment
that places the patient at risk unnec-
essarily.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that thelballistocardiograph be
classified into class II (performance
standards). TheCommissioner believes
that a performance standard is neces-
sary for this device because general
controls by.themselves are insufficient
to control the risks to health. A per-

" formance standard would provide rea-
sonable assurance of the safety and ef-
fectiveness of the device. The Commis-
sioner also believes that there is suffi-
cient information to establish a stand-
ard to provide reasonable assurancd of
the safety and effectiveness of the
device. Although ballistocardiographs
are used both as diagnostic devices and
as monitoring devices, they will be
listed in the Code of Federal Regula-
tions under cardiovascular monitoring
devices because monitoring is the
more common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat..540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart C by adding new
§ 870.2320 as follows:

§ 870.2320 Ballistocardiogra-ph.
(a) Identification. A ballistocardo-

graph is a device, including a support-
ing structure on which the patient is
placed, that moves in response to
blood ejection from the heart. The
device often provides a visual display.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing"
Clerk (HFA-305), Food and Drug Ad-

ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments.shall be
submitted, except that Individuals
may submit single copies of comments,
and shall be Identified with the Hear-
Ing Clerk docket number found In
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JOSEPH P. RILE,

Associate Commissioner
forRegulatoryAffairs.

[FR Doe. 79-6146 Fled 3-8-79, 8:45 am]

[4110-03-M]
[21 CFR Part 870]

[Docket No. 78N-14503

MEDICAL DEVICES

Classification of Echocardlographs

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing or
public comment a proposed regulation
classifying echocardiographs into class
II (performance standards). The FDA
is also publishing the recommendation
of the Cardiovaschlar Device Classifi-
cation Pahel that the device into class
II. The effect of classifying a device
into class II is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments,
FDA will issue a final regulation clas-
sifying the device. These actions are
being taken under the Medical Device
Amendments of 1976.

DATES: Comments by May 8, 1079.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of Its publi-
cation in the FEDERAL REGISTER.

ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug-Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.

FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.
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SUPPLEMENTARY INFORMATION:

PAmN. RECOMMENDATION

A proposal elsewhere in this issue of
the FEDERAL REGISTER provides back-
ground information concerning the dt-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of echocardiographs:

1. Identification: An echocardio-
graph is a -device that uses ultrasonic
energy to create images of cardiovas-
cular structures. It includes phased
arrays and two-dimensional scanners.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that echocardiographs be classified
into class II because this electrically
powered device is neither life-support-
ing nor life-sustaining, but is poten-
tially hazardous to life or health even
when properly used. If the device is in-
adequate for accurate and precise
imaging of cardiovascular structures,
resulting, misinterpretations could
have a significant negative effect on
the patiqnt's health. This device is at-
tached to the body through an ultra-
sonic transducer which, when func-
tioning normally, releases an accept-
able energy level into the body. Mal-
function of the device, however, may
result in the emission of unsafe energy
levels. In addition, the device is used
in a clinical environment where exces-
sive leakage current can be a serious
hazard. Thus the electrical character-
istics of this device, such as electrical
leakage current, need to meet certain
requirements. Performance character-
istics, including accuracy, reproducibil-
ity, and any limitations on the device's
ability to image cardiovascular struc-
tures, should be maintained at a gen-
erally accepted satisfactory level and
should be made known to the user
through special labeling. The Panel

-believes that general controls alone
would not provide sufficient control
over the performance and electrical
characteristics of this device. The
Panel believes that a performance-
standard will provide reasonable assur-
ance of the safety and effectiveness of
the device and that there Is sufficient
information to establish a standard to
provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

PROPOSED RULES

5. Risks Ito lealth: (a" Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythias. (b) Mlsdiagnosis: If
the zero or calibration of the device Is
inaccurate or unstable, the device may
generate Inaccurate diagnostic data. If
inaccurate diagnostic data are used in
managing the patient, the physician
may prescribe a course of treatment
that places the patient at risk unnec-
essarily. (c) Tissue and blood damage:
If the device Is not designed properly,
ultrasonic energy can be released Into
the body at levels that can damage
tissue and blood.

PRoPosED CLAssInrcATON

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the echocardiograph be
classified into class II (performance
standards). The Commissioner believes
that a performance standard is neces-
sary for this device because general
controls by themselves are Insufficient
to control the risks to health. A per-
formance standard would provide rea-
sonable assurance of the safety and ef-
fectiveness of the device. The Commis-
sioner also believes that there Is suffi-
cient Information to establish a stand-
ard to provide reasonable assurance of
the safety and effectiveness of the
device. Although echocardlographs are
used both as diagnostic devices and as
monitoring devices, they will be listed
in the Code of Federal Regulations
under cardiovascular monitoring de-
vices because monitoring Is the more
common use.

Therefore, under the Federal Food.
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c. 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart C by adding new
§ 870.2330 as follows:

§ 870.2330 Echocardiograph.
(a) Identification. An echocardlo-

graph is a device that uses ultrasonic
energy to create Images of cardiovas-
cular structures. It includes phased
arrays and two-dimensional scanners.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65,-5600 Fishers
Lane, Rockvlle, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found In
brackets in the heading of this docu-

13333

ment. Received comments may be seen
in the above office between the hours
of 9 am. and 4 pm., Monday through
Friday.

Dated: February 26, 1979.
JOSEPH P. HM-F

Associate Commissioner
for Regulatory Affairs.

CFR Doc. 79-4147 Filed 3-8-79; 8:45 am]

(4116-03-M]
[21 CFR Part 8701

EDocket No. 78N-1451]

MEDICAL DEVICES

Classiicaton of Eledrocardiographs

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed Rule

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying electrocardiographs into
class II (performance standards). The
FDA Is also publishing the recommen-
dations of the Cardiovascular Device
Classification Panel, the Anesthesiolo-
gy Device Classification Panel, and the
General and Plastic Surgery Device
Classification Panel that the device be
classified into class II. The effect of
classifying a device into class II Is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final regu-
lation classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGsTER..
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT.

Glenn A. Rahmoeller, Bureau of
Medical Devices (E='-450), Food
and Drug Administration, Depart-
ment of Health, Education, and WeI
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:
PANEL RECOMxD.aMoNI

A proposal elsewhere in this issue of
the FEDERAL REGIsTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, the Anesthesiology Device
Classification Panel, and the General
and Plastic Surgery Device Classifica-
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PROPOSEU RULES

tion Panel, FDA advisory committees,
made the following recommendations
with respect to the classification of
electrocardiographs (ECG's):

1. Identification: An electrocardio-
graph is a device used to process the
electrical signal transmitted through
two or more ECG electrodes and to
produce a visual display of the electri-
cal signal produced by the heart.

2. Recommended classification: Class
II (performance standards). tThe-
Panels recommend that establishing a
performance standard ,for -this device
be a high priority.

3. Summary of reasons for recom-
,mendation: The Panels recommend
that the electrocardiograph be classi-
fied into class II because this electri-
cally powered device is neither life-
supporting nor life-sustaining, but is
potentially hazardous to life or health
even when properly used. If the device
is inadequate for accurate and precise
measurement of the electrical activity
-of the heart, the resulting misdiagno-
sis could have a significant negative
effect on the patient's health. This
device is-attached to the body through
ECG electrodes and is used in a clini-
cal environment where excessive leak-
age current can be a seripus hazard.
Thus the electrical characteristics of
this device, e.g., electrical leakage cur-
rent, need to meet certain require-
ments. Performance characteristics,
including accuracy, reproducibility,
and any -limitations on the device's
measurement of the electrical activity
of the heart, should be maintained at.
a generally accepted satisfactory level
and should be made known to the user
through special labeling. The device is
used with other devices in a system
that may be hazardous if not satisfac-
torily assembled, used, and main-
tained. The Panels believe that gener-
al controls alone would not provide
sufficient control over the perform-
ance. and electrical characteristics of
this device. The Panels believe that a
performance standard will provide xea-
sonable assurance of the safety and ef-
fectiveness of the device and that
there is sufficient information to es-
tablish a standard to provide such as-
surance.

4. Summary of data on which the
recommendation Is based: The Panel
members based their recommenda-
tions on the potential hazards associ-
ated with the inherent properties Qf
the device and on their personal
knowledge of, and experience with,
the device. In addition, the Cardiovas-
cular Device Classification Panel re-
ferred to the American Heart Associ-
ation recommendations for perform-
ance characteristics of electrocardio-
graphs. (Circulation, 35:583-602,
1967.)

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: Exces-

sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmias. Electrical leakage
current can also cause electrical shock
to a physician during a catheterization
or surgical procedure, and this may
lead to latrogenic complications. (b)
Misdiagnosis: If the zero or calibration
of the device is inaccurate or unstable,

'or if the frequenlcy response of the
device is inadequate, the device may
generate inaccurate diagnostic data. If
inaccurate diagnostic data are used in
managing the patient, the physician
may prescribe a course of treatment
that places the patient at risk unnec-
essarily.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panels' recommendations* and is pro-
posing that the electrocardiograph be
classified into class II (performance
standardsX. The Commissioner believes
that a performance standard is neces-
sary for this device because general
controls by themselves are insufficient
to control the risks to health. A per-
formance standard wou'd provide rea-
sonable assurance of the safety and ef-
fectiveness of the device. The Commis-
sioner also believes that there is suffi-
cient information to establish a stand-
ard to provide reasonable assurance of
the safety and effectiveness of the
device. Because ECG's measure the
electrical characteristics of the heart,
this device will be listed in the Code of
Federal Regulations (CFR) under car-
diovascular devices. Although electro-
cardiographs are used both as diagnos-
tic devices and as monitoring devices,
they will be listed in the CFR under
cardiovascular monitoring devices be-
cause monitoring is the more common
use.

Therefore, under the Federal -Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority. delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart C by adding new
§ 870.2340 as follows:

§ 870.2340 Electrocardiograph.
(a) Identification. An electrocardio-

graph is a device used, to process the
electrical signal transmitted through
two or more ECG electrodes and to
produce a visual display of the electri-
cal signal produced by the heart.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding- this proposal.
Four copies of all comments shall be
submitted, except -that individuals

may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 area and 4 pin., Monday through
Friday..

Dated: February 26, 1979.

JOSEPH P. HILE,
Associate Commissioner

forRegulatory Affairs.
[FR Doc. 79-6148 Filed 3-8-79;8:45 am]

[4110--03-M]

[21 CFR Part 8701

[Dlocket No. 78N-14523

MEDICAL DEVICES

Classification of Electrocardiograph Lead
Switching Adaptors

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) Is Issuing for
public comment a proposed regulation
classifying electrocardiograph lead
switching adaptors into class II (per-
formance standards). The FDA is also
publishing the recommendation of the
Cardiovascular Device Classification
Panel that the device be classified Into
class II. The effect of classifying a
device into class II is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments,
FDA will issue a final regulation clas-
sifying the device. These actions are
being taken under the Medical Device
Amendments of 1976.
DATES: Comments by May 8, 1079,
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER.
ADDRESS: Written, comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockvllle, MD 20857.
FOR FURTHER INFORMATION
CONTACT.

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION

A proposal elsewhere In this issue of
the FEDERAL REGISTER provides back-
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PROPOSED ULES

ground information concerning the de-
Velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of electrocardiograph (ECG) lead
switching adaptors:

1. Identification: An electrocardio-
graph lead switching adaptor is a pas-
sive switching device to which ECG
limb and chest leads may be attached.
This device is used to connect various
combinations of limb and-chest leads
to the output terminals in order to
create standard lead combinations
such as leads I, IL and III.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
low priority.

3. Summary of reasons for recon-
mendation: The Panel recommends
that ECG lead switching adaptors be
classified into class II because this
device is neither life-supporting nor
life-sustaining, but is potentially haz-
ardous to life or health even when
properly used. If the device is designed
so that it improperly connects the
ECG leads, the resulting misdiagnosis
could have a significant negative
effect on the patient's health. This
device is attached to the body through
ECG electrodes and is used in a clini-
cal environment where excessive leak-
age current can be a serious harzard.
Thus the electrical characteristics of
this device, e.g., electrical leakage cur-
rent, need to meet certain requir6-
ments. Performance characteristics in-
volving the design of the switching
adaptor should be maintained at a
generally accepted satisfactory level.
The device is used with other devices
in a system that may be hazardous if
not satisfactorily assembled, used, and
maintained. The Panel believes that
general controls alone would not pro-
vide sufficient control over the per-
formance characteristics of this
device. The Panel believes that a per-
formance standard will provide reason-
able assurance of the safety and effec-
tiveness of the the device and that
there is sufficient information to es-
tablish a standard to provide such as-
surance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Misdiagnosis:
Improper design of the'switching
adaptor and lack of standardization of
the leads can lead to generation of in-
accurate diagnostic data. If inaccurate
diagnostic data are used in manaing

the patient, the physician may pre-
scribb a course of treatment that
places the patient at risk unnecessar-
fly. (b) Cardiac arrhythmias or electri-
cal shock: Proper electrical isolation of
the ECG leads by the device Is neces-
sary to prevent escezsive electrical
leakage current, which can dL-turb the
normal electrophyclolo5y of the heart
and lead to the onset of cardiac ar-
rhythmias.

PRoPosEM CLASSnCAxOn

The Commissioner agrees with the
Panel's recommendation and Is pro-
posing that the electrocardiograph
lead switching adaptor be clas-sifed
into class II (performance standards).
The Commissioner believes that a per-
formance standard is necezsary for
this device because general controls by
themselves are insufficient to control
the risks to health. A performance
standard would provide reasonable as
surance of the safety and effectiveness
of the device. The Commissioner also
believes that there is sufficient infor-
mation to establish a standard to pro-
vide reasonable assurance of the
safety and effectivenes of the device.
Although electrocardiograph lead
switching adaptors are used both as di-
agnostic devices and as monitoring de-
vices, they will be listed in the Code of
Federal Regulations under cardiovas-
cular monitoring devices because mon-
itoring is the more common uqe.

Therefore, under the Federal Food.
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart C by adding new
§ 870.2350 as follows. %

§ 8702350 Electrocardiograph lead.switch-
ing adaptor.

(a) Identtfication. An electrocardio-
graph lead switching adaptor Is a pas-
sive switching device to which ECG
limb and chest leads may be attached.
This device is used to connect various
combinations'of limb and chest leads
to the output terminals In order to
create standard lead combinations
such as leads I, II, and IIL

(b) Classication. Class Ifl (perform-
ance standards).

Interested persons may, on or before
May 8, 1979, submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, AID 20857, written
comments regarding this proposal.
Foul copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours

of 9 am. and 4 p.m, Monday through
Friday.

Dated: February 26, 1979.
JOSEPH P. Hrs -

Acsociate Commfissioner
for Regulatory Affair.

EFR Dar. 70-6149 Fied 3-3-79; 3:45 =]

[21 U. Part 8701

WoI:ct Il. 78N-14531

h/EDICAL DVICE3S

Cassiflcation of Ecdrocardograph Ecdrozhz

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed Rule.

SUMMJARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying electrocardiograph elec-
trodies into class II (performance
standards). The FDA is also publisl-
Ing the recommendation of the Car-
diovascular Device Classification
Panel that the device be classified into
class IL The effect of classifying a
device into class I is to provide for the
future development of one or more
performance standards to a-,ure the
safety and effectiveness of the device.
After considering public comments,
FDA will issue a final regulation clas-
sifying the device. These actions are
being taken under the Medical Device
Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation In the FmxAL. RxsrER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305). Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.

FOR FURTHER -INFORMATION
CONTACT:.

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

S PARY INFORMATION:

PAmEL Rxcom =Aroi

A proposal elsewhere in this issue of
the FmDERAL RExIsma provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of electrocardiograph electrodes:
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, 1. Identification: An electrocardio-
graph electrode is the electrical con-
ductor which is applied to the surface
of the body to transmit the electrical
signal at the body surface to a proces-
sor that produces an electrocardio-
gram or vectorcardiogram.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
high priority. /

3. Summary of reasons for recom-
mendaiion: The Panel recommends
that electrocardiograph electrodes be
classified into class II because this
device is neither life-supporting nor
life-sustaining, but is potentially 'haz-
ardous to life or heilth even when
properly used. If the device fails to
transmit accurately the' electrical
signal produced by the heart, the re-
sulting misdiagnosis could have a sig-
nificant negative effect upon the pa-'
tient's health. Because the device is in
direct contact with the skin, the mate-
rials used in the device should meet a
generally accepted satisfactory level of
tissue compatibility. ' Performance
characteristics involving the device's
ability to sense and transmit the elec-
trical signal should also be maintained
at a generally accepted satisfactory
level. The device is used with other de-
vices in a system that may be hazard-
ous if not satisfactorily assembled,
used, and maintained. The Panel be-
lieves ,that general controls alone
would not provide sufficient control
over the performance characteristics
of this device.The Panel believes that
a performance standard' will provide
reasonable assurance of the safety and
effectiveness of the device and that
there is sufficient information to es-
tablish a standard to provide such as-
surance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Skin irritation:
Irritants in the materials of which the
device is made can lead to skin irrita-
tion. (b) Misdiagnosis: An improper
electrode-medium combination creat-
ing an excessively high Impedance, or
a device design which allows excessive
interference from subject movement,
can lead to the generation of inaccu-
rate diagnostic data. If inaccurate di-
agnostic data are used in managing
the patient, the physician may pre-
scribe a course of treatment that
places the patient at risk unnecessar-
ily.

PROPOSED RULES

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the electrocardiograph
electrode be classified into class II
(performance standards). The Com-
missioner believes that a performance
standard is necessary for this device
because -general controls by them-
selves are, insufficient to control the
risks to health. A performance stand-
ard would provide reasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-
lieves that there is sufficient informa-
tion to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device. Although
electrocardiograph electrodes are used
both as diagnostic devices and as mon-
itoring devices, they will be listed In
the Code of Federal Regulations
under cardiovascular monitoring de-
vices because 'monitoring is the more
common-use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a),-52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority deldgated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart C by adding new
§ 870.2360 as follows:

§ 870.2360 Electrocardiograph electrode.
(a) Identification. -An electrocardio-

graph electrode is the electrical con-
ductor which is applied to the surface
of the body to transmit the electrical
signal at the body surface to a proces-
sor that produces an electrocardio-
gram or vectorcardogr-am.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this- docu-
ment. Received comments may be seen
in the above office between the hours
of 9 am. and 4 p.m., Monday through
Friday.

Dated February 26, 1979.
JOSEPH P. HiLa,

Asso&iate Commissioner
for RegulatoryAffairs.

[FR Doe. 79-6150 Filed 3-8-79; 8:45 am]

[4110-03-M)

[21 CFR Part 070]

[Docket No. 78N-14541

MEDICAL DEVICES

Classification of ECG SurfaCe Electrode Teslers

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
clasifying electrocardiograph (ECG)
surface elecrode testers into class II
(performance standards). The FDA is
also publishing the recommendation
of the Cardiovascular Device Classifi-
cation Panel that the device be classi-
fied into class II. The effect of classi-
fyihg a device into class II is to provide
for the future development of one or
more performance standards to assure
the safety and effectiveness of the
device. After considering public com-
ments, FDA will Issue a final regula-
tion classsifying the device. These ac-
tions are being taken under the Medi-
cal Device Admendments of 1976.
DATES: Comments by May 8, 1079.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDkERL REGISTEm.

ADDRESS: Written 'comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857,
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-

. fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEm RECOMMENDATION

A proposal elsewhere in this issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the followJng recommenda-
tion regarding classification of ECG
surface elecrode testers:

1. Identification: An electrocardio-
graph surface electrode tester is a
device used to test the function and
application of ECG electrodes.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
'low priority.
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3. Summary of reasons for recom-
mendation: The Panel recommends
that the ECG surface electrode tester
be classified into class II because this
electrically powered device is neither
life-supporting nor life-sustaining, but
is potentially hazardous to life or
health even when properly used. This
device is attached to the body through
ECG electrodes and is used in a clini-
cal environment where excessive leak-
age current can be a serious hazard.
Thus the electrical characteristics of
this device, e.g., electrical leakage cur-
rent, need to -meet certain require-
ments. If the device is inadequate for
accurate and precise indicatibn of
ECG electrode function, the resulting
misdiagnosis could-have a significant
negative effect on the patient's health.
Performance characteristics, including
accuracy, reproducibility, and any
limitations on the device's ability to
test ECG electrodes, should be main-
tained at a generally accepted satisfac-
tory level and should be made known
to the user through special labeling.
The Panel believes that general con-
trols alone would not provide suffi-
cient control over the performance
characteristics of this device. The
Panel believes that a performance
standard will provide reasonable assur-
ance of the safety and effectiveness of
the device and that there is sufficient
information to establish a standard to
provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmias. (b) Misdiagnosis: If
the zero or calibration 6f the device is
inaccurate or unstable, the device may
generate inaccurate diagnostic data. If
inaccurate diagnostic data are used in
managing the patient, the physician
may prescribe a course of treatment
that places the patient 'at risk unnec-
essarily.

PROPOSED CLASSIFICATION

The Commissioner agrees. with the
Panel's recommendation and is pro-
posing that the ECG surface electrode
tester be classified into class Il (per-
formance standards). The Commis-
sioner believes that a performance
standard is necessary for this device
because general controls by them-
selves are insufficient to control the
risks to health. A performance stand-
ard would provide reasonable assur-
ance of the safety and effectiveness of

PROPOSED RULES

the device. The Commissioner also be-
lieves that there Is sufficient informa-
tion to establish a standard to provide
regsofiable assurance of the safety and
effectiveness of the device. The ECG
surface electrode tester will be listed
in the Code of Federal Regulations
(CFR) under cardiovascular monitor-
ing devices because the device is an ac-
cessory to ECG electrodes which are
listed in the CFR under cardiovascular
monitoring devices.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (specoz. 513.
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart C by adding new
§870.2370 gs follows:

§ 870.2370 ECG surface electrode tester.
(a) Identification. An electrocardio-

graph surface electrode tester is a
device used to test the function and
application of ECG electrodes.

(b) Clasirzcation. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockvllle, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found In
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 am. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JOSEPH P. HILE,

Associate Commissioner
forRegulatory Affaira.

EFR Doe. 79-6151 Filed 3-8-9, 8:45 am]

[4110-03-M] .

[21 CFR Part 870]

(Docket No. 78N-14551
MEDICAL DEVICES

Classification of Electrocardlogroph Conducting
Media

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is Issuing for
public comment a proposed regulation
classifying electrocardiograph con-
ducting media into class II (perform.
ance standards). The FDA is also pub-
lishing the recommendation of the
Cardiovascular Device Classification
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Panel that the device be classified into
class Il. The effect of classifying a
device into class II is to provide for the
future development of one or more
performance standards to zssure the
safety and effectiveness of the device.
After considering public commentz,
FDA will Issue a final regulation claz-
sifying the device. These actions are
being taken under the Medical De-Ice
Amendments of 1976.
DATES: Comments by May 8, 1979.
The CommLsIoner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER-
ADDRESS: Written comments to the
Hearing Clerk (EFA-305), Food and
Drug Administration. Rm. 4-65, 560
Fishers Lane, Rockville, MD 20857.

FOR FURTHER INFORZATION
CONTACT:.

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food-
and Drug Administration. Depart-
ment of Health, Education. and Wel-
fare, 8757 Georgia Ave- Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL REco.IEDAnoi;

A proposal elsewhere in this issue of
the FEDERAL REGIr provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of electrocardiograph conducting
media:

1. Identification: Electrocardiograph
cotiducting medium is the conductive
paste or Jelly that is applied to the
surface of the body to trasmit the elec-
trical signal at the body surface to the
electrocardiograph (ECG) electrode.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
high priorty.

3. Summary of reasons for recom-
mendation: The Panel recommends
that electrocardiograph conducting
media be classified into class I be-
cause this device is neither life-sup-
porting nor life-sustaining but is po-
tentially hazardous to life or health
even when properly used. Because the
device is in direct contact with the
skin. the materials used in the device
should meet a generally accepted satis-
factory level of tissue compatibility.
Performance characteristics involving
the device's ability to transmit the
electrical signal and the devicess com-
patibility with the electrocardiograph
electrode should be maintained at a
generally accepted satisfactory level.
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The device is used with other devices
in a system that'may be hazardous if
not satisfactorily assembled, used, and
maintained. The Panel believes that
general controls alone would not pro-
vide sufficient control over the per-
formance characteristics of this
device. The Panel believes that a per-
formance standard will provide reason-
able assurance of the safety and effec-
tiveness of the device and that there is
sufficient information to establish a
standard to provide such'assurance.

4. Summary of data on which the
recommendation is b~sed: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Skin irritation:
Irritants in the materials used in this
device can lead to. skin 'irritation. (b)
Misdiagnosis: An improper electrode-
medium combination creating an ex-
cessively high impedance can lead to
the generation of inaccurate diagnos-
tic data. If inaccurate diagnostic data
are used in managing the patient, the
physician may prescribe a course of
treatment that places, the patient at
risk unnecessarily.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the electrocardiograph
conducting media be classified into
class II (performance standards). The
Commissioner believes that a perform-
ance standard is .necessary for this
device because general controls by
themselves are insufficient to control
the risks to health. A performance

"standard would provide reasonable as-
surance of the safety and effectiveness
of the device. The Commissioner also
believes that there is sufficient infor-
mation to establish a standard to pro-
vide reasonable assurance of the
safety and effectiveness of the device.
Although electrocardiograph conduct-
ing media are used both as diagnostic
devices and as monitoring devices,
they will be listed in the Code of Fed-
eral Regulations under cardiovascular
monitoring devices because monitoring
is the more common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart C by adding new
§ 870.2380 as follows:

§ 870.2380 Electrocardiograph conducting
medium.

(a) Identification. Electrocardio-
graph conducting medium is the con-
ductive paste or jelly that is applied to

PROPOSED RULES

the- surface of the body to transmit
the electrical signal at the body sur-
face to the electrocardiograph -(ECG)
electrode.

(b) Classification. Class II (perform-
ance standards). -
. Interested persons may, on or before

May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding -this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JOSEPH P. HILE,

Associate Commissioner. for Regulatory Affairs.
[FR Doc. 79-6152 Filed 3-8-79; 8:45 am]

[4110-03-MI

[21 CF'R Part 870]

[Docket No. 78N-1456]

-MEDICAL DEVICES
Classification of Phonocardiographs

AGENCY: Fbod and Drug Administra-
tion.
ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying phonocardiographs into
class II (performance standards). The
FDA is also publishing the recommen-
dation of the Cardiovascular Device
Classification Panel that the device be
classified into class II. The effect of
classifying a device into class II is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final regu-
lation classifying the device. These ac-
tions are being taken under the' Medi-
cal Device Amendments of 1976.

DATES: Comments by May 8, 1979.
The- Commission of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER.
ADDRESS: Written 'comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of

Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education; and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION

A proposal elsewhere In this issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an. FDA advisory commit-
tee, made 'the following recommenda-
tion with respect to the classification
of phonocardiographs:

1. Identification: A phonocardlo-
graph is a device used to amplify or'
condition the signal from a heart
sound transducer. This device fur-
nishes the excitation energy for the
transducer and provides a visual or au-
dible display of the heart sounds.

2. Recommended classification: Class'
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that phonocardiographs be classified
into class II because this electrically
powered device Is neither life-support-
ing nor life-sustaining, but is poten-
tially hazardous to life or health even
when properly used. If the device Is in-
adequate for accurate and precise
measurement of heart sounds, the re-
sulting misdiagnosis could have a sig-
,nificant negative effect on the pa-
tient's health. This device Is attached
to the body through a heart sound
transducer and is used in a clinical en-
vironment where excessive leakage
current can be a serious hazard. Thus
the electrical characteristics of this

*device, e.g., electrical leakage current,
need to meet certain requirements.
Performance characteristics, including
accuracy, reproducibility, and any
limitations on the device's measure-
ment of heart sounds, should be main-
tained at a generally accepted satisfac-
tory level and should be mdde known
to the user through special labeling.'
The device is used with other devices
in a system that may be hazardous If
not satisfactorily assembled, used, and
maintained. The Panel believes that
general controls alone would not pro-
vide sufficient control over the per-
formance characteristics of this
device. The Panel believes that a per-
formance standard will provide reason-
able assurance of the safety and effec-
tiveness of the device and that there is
sufficient information to establish a
standard to provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
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on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmias. Electrical leakage
current can also cause electrical shock
to a physician during a catheterization
or surgical procedure, and this may
lead to iatrogenic complications. (b)
Misdiagnosis: If the zero or calibration
of the device is inaccurate or unstable,
the device may generate inaccurate di-
agnostic data. If inaccurate diagnostic
data are used in managing the patient,
the physician may prescribe a course
of treatment that places the patient at
risk unnecessarily.

PRoPosED CLASSUFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the phonocardiograph be
classified into class II (performance
standards). The Commissioner believes
that a performance standard is neces-
sary for this device because general
controls by themselves are insufficient
to control the risks to health. A per-
formance standard would provide rea-
sonable assurance of the safety and ef-
fectiveness of the device. The Commis-
sioner also believes that there is suffi-
cient information to establish a stand-
ard to provide reasonable assurance of
the safety and effectiveness of the
device. Although phonocardiographs
are used both as diagnostic devices and
as monitoring devices, they will be
listed in the Code of Federal Regula-
tions under cardiovascular monitoring
devices because monitoring is the
more common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart C by adding new
§ 870.2390 as follows:

§ 870.2390 Phonocardiograph.
(a) Identification. A phonocardio-

graph is a device used to amplify or
condition the signal from a heart
sound transducer. This device fur-
nishes the excitation energy for the
transducer and provides a visual or au-
dible display of the heart sounds.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.

Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 am. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JOSEPH P.HIM

Associate Commissioner
forRegulatorAffarm

[FR Doe. 79-6153 Filed 3-8-79; 8:45 am]

[41 10-03-M]

[21 CFR Part 870]

[Docket No. 78N-14573

MEDICAL DEVICES

Classification of Vedorcardiogrophs

AGENCY: Food and Drug Admintra-
tion.
ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying vectorcardographs into
class II (performance standards). The
FDA Is also publishing the recommen-
dation of the Cardiovascular Device
Classification Panel that the device be
classified into class IL The effect of
classifying a device into class II Is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will Issue a final regu-
lation classsifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDRAL RsrTs R.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305). Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT.

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANmL REcomnwmAmroN

A proposal elsewhere in this Issue of
FEDEaAL REGISTER provides back-
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ground Information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of vectorcardiographs:

1. Identification: A vectorcardlo-
graph: is a device used to process the
'electrical signal transmitted through
ECG electrodes and to produce a
visual display of the magnitude and di-
rection of the electrical signal pro-
duced by the heart.

2. Recommended classification: Class
3I (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
high priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that vectorcardiographs be classified
Into class II because this electrically
powered device is neither life-support-
ing nor life-sustaining, but is poten-
tially hazardous to life or health even
when properly used. If the device is in-
adequate for accurate and precise
measurement of the electrical-activity
of the heart, the resulting misdiagno-
sis could have a significant negative
effect on the patient's health. This
device is attachedto the body through
ECG electrodes and is used in a clini-
cal enviroment where excessive leak-
age current can be a serious hazard.
Thus the electrical characteristics of
this device, e.g., electrical leakage cur-
rent, need to meet certain require-
ments. Performance characteristics in-
cluding accuracy, reproducibility, and
any limitations on the device's meas-
urement of the electrical activity of
the heart, should be maintained at a
generally accepted satisfactory level
and should be made known to the user
through special labeling. The device is
used with other devices in a system
that may be hazardous if not satisfac-
torily assembled, used, and main-
tained. The Panel believes that gener-
al controls alone would not provide
sufficient control over the perform-
ance characteristics of this device. The
Panel believes that a performance
standard will provide reasonable assur-
ance of the safety and effectiveness of
the device and that there is sufficient
information to establish a standard to
provide sftlh assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Cardiac ar-
rhythmlas or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading- to the onset of car-
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diae arrhythmias. (b) Misdlagnosis: If
the zero or calibration of the device is
inaccurate or unstable, or if the fre-
quency response is inadequate, the
device may generate inaccurate diag-
nostic data. If inaccurate diagnostic'
data are used in managing the patient,
the physician may prescribe a course
of treatment that places the patient at
risk unnecessarily.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing 'that the vectorcardiograph be
classifed into class I (performance
standards). The Commissioner believes
that a performance standardis neces-
sary for this device because general
controls by themselves are insufficient
to control the risks to health. A per-
formance standard Would provide rea-
sonable assurance of the safety and ef-
fectiveness of the device. The Commis-
sioner also believes that there is suffi-
cient information to establish a stand-
ard to provide reasonable assurance of
the safety and effectiveness of the
device. Although vectoreardiographs
are used both as diagnostic devices and
as monitoring devices, they will be
listed in the part of the Code of Feder-
al Regulations under cardiovascular
monitoring devices because monitoring
is the more common use.

Therefore, under the Federal, Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5:1),
the Commissioner proposes to amend
Part 870 in Subpart C by adding new
§ 870.2400 as follows:

§ 870.2400 Vectorcardiograph.
(a)' Identification. A Vectorcardio-

gaph is a device used to process the
electrical signal transmitted through
ECG electrodes and to produce a
visual display of the magnitude and di-
rection of the- electrical signal pro-
duced by the heart.'

(b) Classification. Class I (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lan&, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

PROPOSED RULES

'Dated: February 26, 1979.
JosEPH P. HLzR,

Associate Commissioner
forRegulatory Affairs.

[MR Doe. 79-6154 Fled 3-8-79; 8:45 am]

[4110-03-MI

[21 CFR Part 870]

[Docket No. 78N-1458]

MEDICAL DEVICES

Classification of Medical Cathode-Ray Tube
Displays

AGENCY: Food and Drug Administra-'
tion.

ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) Is issuing for
public comment a proposed regulation
classifying medical cathode-ray tube
displays into class II (performance
standards). The FDA is also. publish-
ing the recommendation of the Car-
diovascular Device Classification
Panel that the device be classified into
class II. The effect of classifying a
device into class T is to provide for the
future development of one or more
performance standards to assure the

-safety and effectiveness of the device.
After considering public comments,
FDA will issue a. final regulation clas-
sifying the detice. These actions are
being taken under the Medical Device
'Amendments of 1976.

DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in-the FEDERAL REGISTER.

ADDRESS: Written comments to the
Hearing Clerk (FA-305),. Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.

FOR FURTHER - INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HPK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION

A proposal elsewhere in this issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect tcQ the classification
of medical cathode-ray tube displays:

1. Identification: A medical cathode-
ray tube display is a device designed

primarily to display selected biological
signals. This device often incorporates
special display features unique to a
specific biological signal.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
medium priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that medical cathode-ray tube displays
be classified Into class 1I because this
electrically powered device Is neither
life-supporting nor life-sustaining, but
is potentially hazardous to life or
health even when properly used. If
the device is inadequate for accurate
and precise display of a designated
physiological signal, the resulting mis-
diagnosis could have a significant neg-
ative effect on the patient's health.
This device Is attached to the body
through catheters, transducers, elec.
trodes, and amplifiers and is used in a
clinical environment where excessive
leakage current can be a serious
hazard. Thus the electrical character-
istics of this device, e.g., electrical,
leakage current, need to meet certain
requirements. Performance character-
istics, including accuracy, reproducibil-
ity, and any limitations on the device's
display of physiological signals, should
be maintained at a generally accepted
satisfactory level and should be made
known to the user through special la-
beling. The device s used with other
devices in a system that may be haz-
ardous if not satisfactorily assembled,
used, and maintained. The Panel be-
lieves that general controls alone
would not provided sufficient control
over the performance characteristics
of this device. The Panel believes that
a performance standard will provide
reasonable assurakice of the safety and
effectiveness of the device and that
there is sufficient information to es-
tablish a standard to provide such as-
surance.

4. Summary of data on which the
recommendation Is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties, of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Cardiac ar.
rhythmias or, electrical shock: Exces-
sive electrical leakage current can dis-
turb the nornial electrophyslology of
the heart, leading to the onset of car-
diac arrhythmias. Electrical leakage
current can also cause electrical shock
to a physician during a catheterization
or surgical procedure, and this may
lead to latrogenie complications. (b)
Misdiagnosis: If the zero or calibration
of the device Is inaccurate or unstable,
or the frequency response is Inde-
quate, the device may generate inaccu-
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rate diagnostic data. If inaccurate di-
agnostic data are used in managing
the patient, the physician may pre-
scribe a course of treatment that
places the patient at risk unnecessar-
ily.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the medical cathode-ray
tube display be classified into class II
(performance standards). The Com-
missioner believes that a performance
standard is necessary for this device
because general controls by them-
selves are insufficient to control the
risks to health. A performance stand-
ard would provide reasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-
lieves that there is sufficient informa-
tion to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device. Although
medical cathode-ray tube displays are
used both as diagnostic devices and as
monitoring devices, they will be listed
in- the part of the Code of Federal
Regulations under cardiovascular
monitoring devices because monitoring
is the more common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart C by adding new
§ 870.2450 as follows:

§870.2450 Medical cathode-ray tube dis-
play. -

(a) Identification. A medical cath-
ode-ray tube display is a device de-
signed primarily to display selected
biological signals. This device offen in-
corporates special display features
unique to a specific biological signal

Classiftcation. Class I (performance
standards).

Intrested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals

- may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a m. and 4 pm., Monday through
Friday.

Dated: February 26, 1979.
JOSEPH P. HILE

Associate Commissioner
forRegudatory Affair.

EF Doc. "19-6155 Flied 3-8-79; 8:45 am]

[4110-03-M] '

[21 CFR Part 870]

[Docket No. 78N-1459]

MEDICAL DEVICES

Classification of Signal Isolation Systems

AGENCY. Food and Drug Administra-
tion.
ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is Issuing for
public comment a proposed regulation
classifying signal isolation systems
into class II (performance standards).
The FDA Is also publishing the recom-
mendation of the Cardiovascular
Device Classification Panel that the
device be classified into class IL The
effect of classifying a device into class
II is to provide for the future develop-
ment of one or more performance
standards to assure the safety and ef-
fectiveness of the device. After consid-
ering public comments, FDA will issue
a final regulation classfying the
device. These actions are being taken
under the Medical Device Admend-
ments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of Its publi-
cation inthe FEERAL REGLxsiT
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rmt. 4-65, 5600
Fishers Lane. Rockvilie, MD 20857.
FOR FURTHER INFORMATION
CONTACT

Glenn A. Rahmoelier. Bureau of
'Medical Devices (HFK-450), Food

and Drug Administration, Depart-
ment of Health, Education. and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:
PANmL REcomimEqNAToN

A proposal elsewhere in this Issue of
FEDERAL RsisTmi provides back-
ground information concerning the dle-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of signal isolation systems:

1. Identification: A signal isolation
system is a device that electrically Iso-
lates the patient from equipment con-

nected to the domestic power system.
This isolation may be accomplished,
for example, by transformer coupling,
acoustic coupling, or optical coupling.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that gstablishing a per-
formance standard for this device be a
medium priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that signal Isolation systems be classi-
fied into class II because this device is
neither life-sustaining nor life-sup-
porting but is potentially hazardous to
life or health even when properly
used. If the device falls to properly iso-
late the subject, or to adequately
transmit the electrical signal from the
patient transducer or electrode to the
monitoring equipment, electrical
shock and misdiagnosis are significant
potential hazards to the patient's
health. The device is an interface be-
tween transducers and electrodes at-
tached to the body and monitoring
equipment connected to the demestic
power system, and it Is used in a clini-
cal environment where excess electri-
cal leakage current can be a serious
hazard. Thus the electrical character-
istics of this device, need to meet
cemin requirements. Performance for-
mance characteristics, including elec-
trical Isolation, of electrical function.
and any limitations on the device's
signal Isolation capability should be
maintained at a generally accepted
satisfactory level and should be made
known to the user through special Ia-
beling. The device is used with other
devices In a system that may be haz-
ardous if not satisfactorily assembled,
used, and maintained. The Panel be-
lieves that general controls along
would not provide sufficient control
over the performance characteristics
of this device. The Panel believes that
a performance standard will provide
reasonable assurance of the safety and
effectiveness of the device and that
there Is sufficient information to es-
tablish a standard to provide such as-
surance.

4. Summafy of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Cardiac ar-
rhythmilas or electrical shock: Failure
of the device to maintain electrical iso-
lation can lead to the presence of
excess electrical leakage current dis-
turbing the normal electrophysiology
of the heart and leading to the onset
of cardiac arrhythmias. Electrical
leakage current can also cause electri-
cal shock to a physician during a cath-
eterzation or surgical procedure, and
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this can lead to iatrogenic complica-
tions. (b) Misdiagnosis: Inadequate fre-
quency response and inaccuracy or -in-
stability of calibration of a device with
which a signal isolation system is used
can cause the device to generate inac-
curate or insufficient diagnostic data.
If inaccurate or insufficient diagnostic
data are used in managing the patient,
the physician may prescribe a course
of treatment that places the patient at
risk unnecessarily.

PROPOSED CLASSIFICATION

-The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the signal isolation system
be classified into class II (performance
standards). The Commissioner believes
that a peformance standard is neces-
sary for this device because general
controls by themselves are insufficient
to control the risks to health. A per-
formance standard would provide rea-
sonable assurance of the safety and ef-
fectiveness of the device. The Commis-
sioner also believes that there is suffi-
cient information to establish a stand-
ard to provide reasonable assurance of
the safety and effectiveness of the
device. Although signal'isolation sys-
tems are used both as diagnostic de-
vices and as monitoring devices, they
will be listed in the Code of Federal
Regulations under cardiovascular
monitoring devices because monitoring
is the more common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart C by adding new
§ 870.2600 as follows:

§ 870.2600 Signal isolation system.
(a) Identification. A signal isolation

system is a device that electrically iso-
lates the patient from equipment con-
nected to the domestic power system
This isolation may be accomplished,
for example, by transformer coupling,
acoustic coupling, or optical coupling.

(b) Classificatio. Class II (perform-
ance standards).

Interested persons may,,on or before
May 8, 1979 submit to the Hearing

PROPOSED RULES

Dated:February 26, 1979.
A JOSEPH P. Hirx,

Associate Commissioner
fo r Regulatory Affairs.

[FR Doe. 79-6156 Filed 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Part 870]

[Docket No. 78N-14601

-MEDICAL DEVICES

Classification of Line Isolation Monitors

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying line isolation monitors into
class JI (performance standards). The
FDA is also publishing the recommen-
dation of the Cardiovascular Device
Classification Panel that the device be
classified into class II. The effect of
classifying a device into class II is to
provide for the future development, of
one -or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final regu-
lation classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of'Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Device§ (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, .8757 Georgia Ave., -Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers PANEL RECOMMENDATION
Lane, Rockville, MD 20857, written A proposal elsewhere in this issue of
comments regarding this proposal. the- FEDERAL REGISTER provides back-
Four copies of all comments shall be ground information concerning the de-
submitted, except that individuals velopment of the proposed regulation.
may submit single copies of comments, The Cardiovascular Device Classifica-
and shall be identified with the Hear- tion Panel, an FDA advisory commit-
ing Clerk docket number found in tee, made the followingrecommenda-
brackets in the heading of this docu- tion with respect to the classification
ment. Received comments may be seen of line isolation monitors:
in the above office between the hours. - 1. Identification: A - line. isolation
of 9 p.m. and. 4 p.m.,.Monday through' - monitor is a-device used to monitor
Friday., - ..... • -. " .... - - -, the- electrical- leakage- current from a

power supply electrically isolated from
the domestic power supply.

2. Recommended classification, Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
medium priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that line isolation monitors be classi-
fied into class II because the device is
neither life-sustaining nor life-sup-
porting, but Is potentially hazardous
to life or health even when properly
used. If the device falls to monitor ac-
curately leakage current or to keep
the power supply isolated, excessive
leakage current could be released into
the clinical environment, creating a
potential hazard of electrical shock to
the patient. Performance characteris-
tics including the accurate monitoring
of leakage current and any limitations
on the device's ability to maintain
power supply Isolation should be main-
tained at a generally accepted satisfac-
tory level and should be made known
to the user through special labeling,
The Panel believes that general con-
trols alone would not provide suffi-
cient control over the' performance
characteristics of this device. The
Panel believes that a performance
standard will provide reasonable assur-
ance of the safety and effectiveness of
the device and that there Is sufficient
information to establish a standard to
provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: Cardiac arrhyth-
mias or electrical shock: Failure to ac-
curately monitor the electrical leakage
current or failure of the device to keep
the power supply isolated can lead to
excess leakage current, which can dis-
turb the normal electrophysiology of
the heart and lead to the onset of car-
diac arrhythmias. Electrical leakage
current can also cause electrical shock
to a physician, during a catheteriza-
tion or surgical procedure, and this
can lead to latrogenic complications.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and Is pro-
posing that the line isolation monitor
be classified into class II (performance
standards). The Commissioner believes
that a performance standard is neces-
sary for this device because general
controls by themselves are insufficient
to control the zrisks to health. A per-
formance standard would provide rea-
sonable assurance of the safety and ef-
fectiveness of the device. The Commis-
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PROPOSED RULES

sioner also believes that there is suffi-"
cient information to establish a stand-
ard to provide reasonable assurance of
the safety and effectiveness of 'the
device. Although line isolation moni-
tors are used both as diagnostic de-
vices and as monitoring devices, they
will be listed in the Code of Federal
Regulations under cardiovascular
monitoring devices because monitoring
is the more common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart C by adding new
§ 870.2620 as follows:

§ 870.2620 Line isolation monitor.
(a) Identification. A line isolation

monitor is a device used to monitor
the electrical leakage current from a
power supply electrically isolated from
the domestic power supply.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, AD 20857, written
comments regarding this proposal.

Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be -identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
n the above office between the hours

of 9 a.m. and 4 p.m., Monday through
Friday,

Dated: February 26, 1979.
JOSEPH P. HIL,

Associate Commissioner
forRegulatory Affairs.

[FR Doc. 79-6157 Filed 3-8-79; 8:45 am]

[4110-03-M]

-21 CFR Part 870]

[Docket No. 78N-14613

MEDICAL DEVICES

Classification of Portable Leakage Current
Alarms

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying portable leakage current
alarms into class H (performance
standards). The FDA is also publish-
ing the recommendation of the Car-
diovascular Device Classification

Panel that the device be classified into
class II. The effect of classifying a
device into class II is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments,
FDA will issue a final regulation clas-
sifying the device. These actions are
being taken under the Medical Device
Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30. days after the date of Its publi-
cation in the FjmERAL REGisTR
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Admlnistration, Rm. 4-65, 5600
Fisher Lane, Rockvllle, MD 20857.
FOR FURTHER INFORMATION
CONTACT.

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

Pmam REcomlwwArxoN

A proposal elsewhere In this Issue of
the FEi.AL.REG ;STR provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of portable leakage current alarms.

1. Identification: A portable leakage
current alarm is a device used to meas-
ure the electrical leakage current be-
tween any two points of an electrical
system and to sound an alarm if the
current exceeds a certain threshold.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
medium priority.

3. Summary of reasons for recom-
mendation: The Panels recommends
that portable leakage current alarms
be classified into class II because the
device is neither life-sustaining nor
life-supporting, but Is potentially haz-
ardous to life or health even when
properly used. If the device fails to
detect excessive electrical leakage cur-
rent, a potential hazard of electrical
shock to the patient exists. Perform-
ance characteristics, including accura-
cy, reproducibility, and any limitations
on the device's ability to measure elec-
trical leakage current, should be main-
tained at a generally accepted satisfac-
tory level and should be made known
to the user through special labeling.

The Panel believes that general con-
trols alone would not provide suffi-
cient control over the performance
characteristics of this device. The
Panel believes that a performance
standard will provide reasonable assur-
ance of the safety and effectiveness of
the device and that there is sufficient
information to establish a standard to
provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: Cardiac arrhyth-
mias or electrical shock: An inaccuracy
in the detection circuitry can lead to
excessive electrical leakage current,
which can disturb the normal elec-
trophsiology of the heart and lead to
the onset of cardiac arrhythmias. Elec-
trical leakage current can also cause
electrical shock to a physician during
a catheterization or surgical proce-
dure, and this may lead to latrogenle
complications.

PRoPosED CLASSxrCAc oq

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the portable leakage cur-
rent alarm be classified into class II
(performance standards). The Com-
missioner believes that a performance
standard Is necessary for this device
because general controls by them-
selves are Insufficient to control the
risks to health. A performance stand-
ard would provide reasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-
lieves that there is sufficient informa-
tion to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him. (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart C by adding new
§ 870.640 as follows:

§ 870.2640 Portable leakage current alarm.
(a) Identification. A portable leak-

age current alarm Is a device used to
measure the electrical leakage current
between any two points of an electri-
cal system and to sound an alarm if
the current exceeds a certain thresh-
old.

(b) Classification. Class 1I (perform-
ance standards).

Interested persons may, on or before
May 8, 1979, submit to the Hearing
Clerk (EFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
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comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found-in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JOSEPH P. HILE

Associate.Commissioner
for Regulatory Affairs

[FR Doc 79-6158 Filed 3-8-79; 8:45 am]

[4110-03-M]
[21 CFR Part 870]

[Docket No. 78N-1462]

MEDICAL DEVICES

Classification of Oscillometers

AGENCY: Food and Drug Administra-
tion.

ACTION: Proposed rule,

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying oscillometers into class II
(performance standards). The FDA is
also publishing the recommendation
of the Cardiovascular Device Classifi-
cation Panel that the device be classi-
fied into class II. The effect of classi-
fying a device into class II is to provide
for the future development of one or
more performance standards to assure
the safety and effectiveness of the
device. After considering public com-
ments, FDA will issue a final regula-
tion classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of 1976.

DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER.

ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 56Q0
Fishers Lane, Rockville, MD 20857.

FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

PROPOSED RULES

SUPPLEMENTARY INFORMATION:
PANEL RECOMMENDATION

A proposal elsewhere in this issue of
the FEDERAL REGIsTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, and FDA advisory commit-
tee, made the following, recommenda-
tion with respect to the classification
of oscillometers:

1. Identification: An oscillometer is a
device used to. measure physiological
oscillations of any kind, e.g., changes
in the volume of arteries.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
low priorty.

3. Summary of reasons for recom-
mendation: The Panel recommends
that oscillometers be classified into
class II because this electrically
powered device is neither life-support-
ing nor life-sustaining, but is poten-
tially hazardous to life or health even
when properly used. This device is at-
tached to the body through various
types of transducers and is used in a
clinical environment where excessive
leakage current can be a serious
hazard. Thus the electrical character-
istics of this device, e.g., electrical
leakage current, need to meet certain
requirements. Performance character-
istics, including accuracy, reproducibil-
ity, and any limitations on the device's
measurement of a specific physiologi-
cal parameter, should be maintained
at a generally accepted satisfactory
level and should be made known to
the user through special labeling. If
the device is inadequate for accurate
and precise measurement of oscilla-
tions, the resulting misdiagnosis could
have a significant negative effect on
the patient's health. The Panel be-
lieves that general controls alone
would not provide sufficient control
over the performance and electrical
characteristics of this device. The
Panel believes that a performance
standard will provide reasonable assur-
ance of the safety and effectiveness of
the device and that there is sufficient
information to establish a standard to
provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
membefs based their recommendation
on the potential hazards assoicated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmias. (b) Misdiagnosis: If
-the zero of calibration of the device is

inaccurate or unstable, the device may
generate inaccurate diagnostic data, If
inaccurate diagnostic data are used in
managing the patient, the physician
may prescribe a course of treatment
that places the patient at risk unnec-
essarily.

PROPOSED CX.ASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the oscillometer be clas-
sifed into class II (performance stand-
ards). The Commissioner believes that
a performance standard is necessary
for this device because general con-
trols by themselves are insufficient to
control the risks to health. A perform-
ance standard would provide reason-
able assurance of the safety and effec-
tiveness of the device. The Commis-
sioner also believes that there is suffi-
cient information to establish a stand-
ard to provide reasonable assurance of
the safety and effectiveness of the
device. Although oscllometers are
used both as diagnostic devices and as
monitoring devices, they will be listed
in the Code of Federal Regulations
under cardiovascular monitoring de-
vices because monitoring Is the more
common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-540
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Sublpart C by adding a new
§ 870.2675 as follows:

§ 870.2675 Oscillometer.
(a) Identification. An oscillometer is

a device used to measure physiological
oscillations of any kind, e.g., changes
in the volume of arteries.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, £979, submit to the Hearing
Clerk (HFA-305), Food and Drug Ad.
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20856, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JOSEPH P. HILE,

Associate Commissioner
for Regulatory Affairs.

(FR Doc. 79-6159 Filed 3-8-79; 8:45 ain]
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[4110-03-M]

[21 CFR Part 8701

[DocketNo. 78N-1463]

MEDICAL DEVICES

Classification of Oximeters

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed Rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying oximeters into class II(per-
formance standards). The FDA is also
publishing the recommendation of the
Cardiovascular Device Classification
Panel that the device be classified into
Class I. The effect of classifying a
device into class II is to provide for the
future development of .one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments,
FDA will issue a final regulation clas-
sifying the device. These actions are
being taken under the Medical Device
Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER.

ADDRESS: Written comments to the
Hearhig Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT'

Glenn- A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spriig, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION

A proposal elsewheie in this issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of oximeters:

1. Identification: An oximeter is a
device used to transmit radiation at a
known wavelength through blood and
to measure the blood oxygen satura-
tion based on the amount of reflected
or scattered i-adiation. It may be used
alone or in conjunction with a fiberop-
tic oximeter catheter. .

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-

PROPOSED RULES

formance standard for this device be a
low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that oximeters be classified into class
It because this electrically powered
device is neither life-supporting nor
life-sustaining, but is potentially haz-
ardous to life or health even when
properly used. If the device Is Inad-
equate for accurate and precise mea-
surement of blood oxygen saturation,
the resulting misdiagnosis could have
a significant negative effect on the pa-
tient's health. This device is attached
to the body through transducers or
catheters and is used in a clinical envi-
ronment where excessive leakage cur-
rent can be a serious hazard. Thus the
electrical characteristics of this device,
e.g. electrical leakage current, need to
meet certain requirements. Perform-
ance characteristics, including accura-
cy, reproducibility, and any limitations
on the device's measurement of blood
oxygen saturation, should be main-
tained at a generally acceptedatisfac-
tory level and should be made known
t the user through special labeling.
Although the device releases into the
body an acceptable energy level when
functioning normally. unsafe energy
levels may be released if the device
malfunctions. The Panel believes that
general controls alone would not pro-
vide sufficient control over the per-
formance and electrical characteristics
of this device. The Panel believes that
a performance standard will provide
reasonable assurance of the safety and
effectiveness of the device and that
there is sufficient information to es-
tablish a standard to provide such as-
surance.

4. Summary of data on which the rec-
ommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Cardiac ar-
rhythmlas or electrical shock: exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmlas. Electrical leakage
current can also cause electrical shock
to a physician during a catheterization
or surgical procedure, and this may
lead to latrogenlc complications. (b)
Misdiagnosis: If the zero or calibration
of the device is inaccurate or unstable,
the device may generate inaccurate di-
agnostic data. If inaccurate diagnostic
data are used in managing the patient,
the physician may prescribe a course
of treatment that places the patient at
risk unnecessarily. (c) Tissue damage
and blood damage: Devices which emit
energy into the body can emit such
.energy at levels which may damage
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tissue and blood if the device Is not
properly designed.

PROPOSED CLASSIICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the oximeter be classified
into class II (performance standards).
The Commissioner believes that a per-
formance standard is necessary for
this devicebecause general controls by
themselves are insufficient to control
the risks to health. A performance
standard would provide reasonable as-
surance of the safety and effectiveness
of the device. The Commissioner also
believes that there is sufficient infor-
mation to establish a standard to pro-
vide reasonable -assurance of the
safety and effectiveness of the device.
Although oximeters are used both as
diagnostic devices and as monitoring
devices, they will be listed in the Code
of Federal Regulations under cardio-
vascular monitoring devices because
monitoring is the more common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 513,
701(a), 52 Stat 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371 (a))) and under au-
thority delegated.to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in subpart C by adding new
§ 870.2700 as follows:

§ 870.2700 Oximeter.
(a) Identification. An oximeter is a

device used to transmit radiation at a
known wavelength through blood and
to measure the blood oxygen satura-
tion based on the amount of reflected
or scattered radiation. It may be used
alone or in conjunction with a fiberop-
tic oximeter catheter.

(b) Classification. Class I (Perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
mini tration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 2085, written
comments regarding this proposal
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 am. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
Jos=H P. HIIE,

Associate Commissioner
for Regulatory Affairs.

CFR Doc. 79-6160 FIled 3-8-79; 8:45 am]
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[4110-03-M]

[21 CFR Part 870]

[Docket, No. 78N-1464]

MEDICAL DEVICES

Classification of Ear Oximeters

AGENCY: Food and Drug Administra-
tion.

ACTION: Proposed Rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying ear oximeters into class II
(pbrformance standards). The FDA is
also publishing the recommendation
of the Cardiovascular Device Classifi-
cation Panel that the device be classi-
fied into class IT. The effect of classi-
fying a device into class II is to provide
for the future development of one or
more performance standards to assure
the safety and effectiveness of the
device. After considering public com-
ments, FDA will issue a final regula-

- tion classifying the device. These ac-
tions are being taken under-the Medi-
cal Device Amendments of 1976.
DATES: Comments by May 8. 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane. Rockville, MI 20857".
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL. RECOaMLIEATIOx

A: proposal elsewhere in this issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of ear oximeters:

1. Identification: An ear oximeter is
an extravascular device used to trans-
mit light at known wavelengths
through blood in the ear. The amount
of reflected or scattered light as indi-
cated by this device is used to measure
the blood oxygen saturation.

2. Recommended classification: Class
II (performance standards). -The Panel
recommends that establishing a per-

formance standard for this device be a
low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that ear oximeters be classified into
class II because this electrically
powered device is neither life-support-
ing nor life-sustaining, but is poten-
tially hazardous to life or health even
when properly used. If the device is in-
adequate for accurate and precise
measurement of blood oxygen satura-
tion, the resulting misdiagnosis could
have a significant negative effect on
the patient's health. This device is at-
tached to the body through trans-
ducers and is used in a clinical envi-
ronment where. eicessive leakage cur-
rent can be a serious hazard. Thus the
electrical characteristics of this device,
e.g., electrical leakage current, need to
meet certain requirements. Perform-
ance characteristics, including accura-
c0, reproducibility, and any limitations
on the device's measurement of blood
oxygen saturation, should be main-
tained at a generally accepted satisfac-
tory level and should be made known
to the user through special labeling.
Although the device releases into the
body an acceptable energy level when
functioning normally, un§afe energy
levels may be released if the device
malfunctions. The Panel believes that
general controls alone would not pro-
vide sufficient control over' the per-
formance and electrical characteristics
of this device. The Panel believes that
a performance standard will provid&
reasonable assurance of the safety and
effectiveness of the device and that
there is sufficient information to es-
tablish a standard to provide such ,as-
surance-
4. Summary of data on which the

recommendation is based. The Panel
members based their recommendation
on . the potential hazards associated
with the inherent properties of- the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac. arrhythmias. (b) Misdiagnosis: If
the zero or calibration of the device is
inaccurate or unstable, the device may
generate inaccurate diagnostic data. If
inaccurate diagnostic data are used in
managing the patient, the physician
may prescribe a course of treatment
that places the patient at risk unnec-
essarily. (c) Tissue damage and blood
damage: Devices .which emit energy
into the body can -emit such energy at
levels which damage tissue and blood
if the device is not properly designed.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the ear oximeter be classi-
fied into class II (performance stand-
ards). The Commissioner believes that
a performance standard is necessary
for this device because general con-
trols by themselves are insufficient to
control the risks to health. A perform-
ance standard would provide reason-
able assurance of the safety and effec-
tiveness of the device. The Commis-
sioner also believes that there Is suffi-
cient Information to establish a stand-
ard to provide reasonable assurance of
the safety and effectiveness of the
device. Although ear oximeters are
used both as diagnostic devices and as
monitoring devices, they will be listed
in the Code of Federal Regulations
under cardiovascular monitoring de-
vices because monitoring Is the more
common use.

Therefore, under the Federal Food.
and Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and urider au-
thority delegated to him (21 CFR 5.1).
the Commissioner proposes to amend
Part 870 in Subpart C by adding new
§ 870.2710 as follows:

§ 870.2710 Ear oximeter.
(a) Identification. An ear oximeter Is

an extravascular device used to trans-
mit light at a known wavelength(s)
through blood in the ear. The amount
of reflected or scattered light as Indi-
cated by this device is used to measure
the blood oxygen saturation.

I (b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8. 1979, submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be idenitifed with the Hear-
ing Clerk docket number found brack-
ets in the heading of this document.
Received comments may be seen in
the above office between the hours of
9 a.- and 4 p.m., Monday through
Friday.

Dated: Februrary 26, 1979.

JOSEP11 P. HILE,
Associate Commissioner

for Regulatory Affairs.
[FR. Doc. 79-6161 Filed 3-8-79; 8:45 am
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PROPOSED RULES

[4110-03-M]

[21 CFR Part 870]

[Docket No. 78N-1465]

MEDICAL DEVICES

Classification of Impedance Phlebographs

AGENCY: Food and Drug Administra-
tion.

ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
clasifying impedance phlebographs
Into class II (performance standards).
The FDA is also publishing the recom-
mendation of the Cardiovascular
Device Classification Panel that the
device be classified into class IIL The
effect of classifying a device Into class
II is to provide for the future develop-
ment of one or more performance
standards to assure the safety and ef-
fectiveness of the device. After consid-
ering public comments, FDA will issue
a final regulation classsifying the
device. These actions are being taken
under the Medical Device Admend-
ments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FDERAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Adninistration, RID. 4-65, 5600
Fishers Lane, Rockville, MD 20857.

FOR FURTHER INFORMATION
CONTACT .

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450). Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MI 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PAEL RECOMMENDATION

A proposal elsewhere in this issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovescular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of impedance phlebographs:

1. Identification: A impedance phle-
bograph is a device used to provide a
visual display of the venous pulse or
drainage by measuring eledtrical im-
pedance changes in a region of the
body.

2. Recommended clasification: Class
II (performance standards). The Panel
recommends that establishing a per-

formance standard for this device be a
high priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that impedance phlebographs be clas-
siffed Into class II because this electri-
cally powered device is neither life-
supporting nor life-sustaining, but is
potentially hazardous to life or health
even when properly used. If the device
is inadequate for accurate and precise
measurement of venous pulse or drain-
age, the resulting misdagnosis could
have a significant negative effect on
the patient's health. This device is at-
tached to the body through electrodes
and is used n a clinical enviroment
where excessive leakage current can be
a serious hazatd. Thus the electrical
characteristics of this device. e.g., elec-
trical leakage current, need to meet
cerain requirements. Although the
device releases an acceptable energy
level Into the body when functioning
normally, unsafe energy levels may be
released if the device malfunctions.
Performance characteristics, including
accuracy, reproducibility, and any
limitations on the device's measure-
ment of venous pulse or drainage,
should be maintained at a generally
accepted satisfactory level and should
be made known to the user through
special labeling. The Panel believes
that general controls alone would not
provide sufficient control over the per-
formance and electrical characteristics
of this device. The Panel believes that
a performance standard will provide
reasonable assurance of the safety and
effectiveness of the device and that
there is iufficient information to es-
tablish a standard to provide such as-
surance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommenda-
tionon on the potential hazards associ-
ated with the inherent properties of
the device and on their personal
knowledge of, and experience with,
the device.

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmias. (b) Misdlagnosis- If
the zero or calibration of the device is
inaccurate or unstable, or if the fre-
quency response of the device is Im-
proper, the device may generate nac-
curate diagnostic data. If inaccurate
diagnostic data are used in managing
the patient, the physician may pre-
scribe a course of treatment that
places the patient at risk unnecessar-
ily.

PROPOsED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the impedance phlebo-

graph be classified Into class II (per-
formance standards). The Commis-
sioner believes that a performance
standard is necessary for this device
because general controls by them-
selves are insufficient to control the
risks to health. A performance stand-
ard would provide reasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-
lieves that there is sufficient informa-
tion to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device. Although
Impedance phlebographs -are used
both as diagnostic devices and as mon-
itoring devices, they will be listed in
the Code of Federal Regulations
under cardiovascular monitoring de-
vices because monitoring is the more
common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commlssoner proposes to amend
Part 870 In Subpart C by adding new
§ 870.2750 as follows:

§ 870.2750 Impedance phlebograph.
(a) Identification. A impedance

phlebograph is a device used to pro-
vide a visual display of- the venous
pulse or drainage by measuring electri-
cal impedance changes in a region of
the body.

(b) Classiication. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Luane, Rockville, MD 20857, written
comments regarding this proposal
Four copies of all comments shall be
submitted, except that Individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found In
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JosPH P. Hns, 7;

Associate Commissioner
for Regulatory Affairs.

[FR Doc. 79-6162 Filed 3-8-79; 8:45 am]

[4110-03-M]

[21 C=R Part 870]

[Docket No. 78IT-14661

MEDICAL DEVICES
Classification of Impedance Plethysmosraphs

AGENCY: Food and Drug Administra-
tion.
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ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying impedance plethysmo-
graphs into class II (performance
standards). The FDA is also publish-
ing the re'commendations of the Car-
diovascular Device Classification
Panel and the General and Plastic
Surgery Device Classification Panel
.that the device be classified into class
II. The effect of classifying a device
Into class II is to provide for -the
future development of one -or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments,
FDA will issue a final regulation class-
sifying the device. These actions are
being taken under the Medical Device
Admendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation In the FEDERAL REGISTER.

ADDRESS: Written comments to the
Hearing Clerk (HFA-305), . Food and
Drug Adnilnistration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857. ,
FOR FURTHER INFORMATION
CONTACT.

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Educatlon, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION
A proposal elsewhere in this issue of

the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposea regulation.
The Cardiovascular Device Classifica-
tion Panel and the General and Plas-
tic Surgery Device Classification
Panel, FDA advisory committees,
made the following recommendations
with respeft to the classification of im-
pedtnce plethysmographs:

1. Identification: An impedanc
plethysmograph is a device used to es-
timate blood flow by measuring elec-
trical impedance changes in a region
of the body.

2. Recommended classification: Class
II (performance standard). The Panels
recommend that establishing a per-
formance standard for this device be a
low priority.

3. Summary of reasons for recom-
mendation: The Panels recommend
that impedance plethysmographs be
classified into class II because this
electrically powered "device is neither
life-supporting nor life-sustaining, but

PROPOSED RULES

is potentially hazardous to life or
health even when properly used. If
the device is inadequate for accurate
and precise measurement of blood
flow, the resulting misdiagnosis could
have a significant negative effect on
the patient's health. This device is at-
tached to the body through electrodes
and is used in a clinical environment
where excessive leakage current can be
a serious hazard. Thus the electrical
characteristics of this device, e.g., elec-
trical leakage current, need to meet.
certain requirements. Although the
device releases an acceptable energy
level into the body when functioning
normally, unsafe energy levels may be
released if the devicb malfunctions.
Performance characteristics including
accuracy, reproducibility, and any
limitations on the device's measure-
ment of blood flow, should be main-
tained at a generally accepted satisfac-
tory level and should be made known
to 'the user through special. labeling.
The Panels believe that general con-
trols alone would not provide suffi-
cient control over the performance
and electrical characteristics of this
device. The Panels believe that a per-
formancu standard will provide reason-
able assurance of the safety and effec-
tiveness of the device and that there is
sufficient information to establish a
standard to provide such assurance.

4. Summary of data on *which the
recommendation is based: The Panel
members based their recommenda-
tions on the 'potential hazards associ-
ated with the inherent properties of
the device and on their personal
knowledge of, and . experience with,
the device.

5. Risks to health: (a) Cardiac ar-
rhythmias, or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac- arrhythmias. (b) Misdiagnosis: If
the zero or calibration of the device is
inaccurate or unstable, or if frequency
response of the device is improper, the
device can generate inaccurate diag-
nostic data. If inaccurate diagnostic
data are used in managing the patient,
the physician may prescribe a course
of treatment that places the patient at
risk unnecessarily.

PROPOSED CLASSIFICATION

The Commissioner agreqs with the
recommendations of the Panels and is
proposing that the impedance plethys-
mograph be classified into class II
(performance standards). The Com-
missioner believes that a-performance
standard is necessary for this device
because general controls by them-
selves are insufficient to control the
risks to health. A preformance stand-
ard would provide reasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-

lieves that there Is sufficient informa-
tion to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device. Because
the measurement of blood flow is an
indicator of cardlovalcular function,
this device will be listed In the Code of
Federal Regulations (CFR) under car-
diovascular devices. Although imped-
ance plethysmographs are us;ed both
as diagnostic devices and as monitor-
ing devices, they will be listed In the
CFR under cardiovascular monitoring
devices because monitoring is the
more common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart C by adding new
§ 170.2770 as follows:

§ 870.2770 Impedance plethysmograph.
(a) Identification. An Impedane

plethysmograph is a device used to es-
timate blood flow by measuring elec-
trical impedance changes in a region
of the body.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm, 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that Individuals
may subrait single copies of comments,
.and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 1.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979,
JOSEPH P. H ..,

Assdciate Commissioner
for Regulalory Affairs.

[FR Doc. 71-6163 Filed 3-8-'79 8:45 aml

[4110-03-M]

E21 CFR Part 870]

[Docket No. 78N-14571

MEDICAL DEVICES

Classification of Hydraulic, Pneumatic, and
Photoelectric Plothysmograph$

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.
SUIMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying hydraulic, pneumatic, and
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photoelectric plethysmographs into
class II (performance standards). The
FDA is also publishing the recommen-
dation of the Cardiovascular Device
Cl assification Panel that the device be
classified into class II. The effect of
classifying a device into class I1 is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final regu-
lation classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER.

ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug' Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT.

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION-

PANEL RECOMMENDATION

A proposal elsewhere in this issue of
the. FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the propoed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of hydraulic, pneumatic, and photo-
electric plethysmographs:

1. Identification: A hydraulic, pneu-
matic, and photoelectric plethysmo-
graph is a device used to estimate
blood flow in a region of the body
using hydraulic, pneumatic, or photo-
electric measurement techniques.

2.-Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that hydraulic, pneumatic, and photo-
electric plethysmograph be classified
into class II because this electrically
powered device is neither life-support-
ing nor life-sustaining, but is poten-
tially hazardous to life or health even
when properly used. If the device is in-
adequate for accurate and precise
measurement of blood flow, the result-
ing misdiagnosis could have a signifi-
cant negative effect on the patient's
health. This device is attached to the-

body through electrical sensors and Is
used in a clinical environment where
excessive leakage current can be a seri-
ous hazard. Thus the electrical charac-
teristics of this device, e.g., electrical
leakage current, need to meet certain
requirements. Performance character-
istics including accuracy, reproducibil-
ity, and any limitations on the device's
measurement of blood flow, should be
maintained at a generally accepted
satisfactory level and should be made
known to the user through special la-
beling. The Panel believes that gener-
al controls alone would not provide
sufficient control over the perform-
ance and electrical characteristics of
this device. The Panel believes that a
performance standard will provide rea-
sonable assurance of the safety and ef-
fectiveness of the device and that
there is sufficient Information to es-
tablish a standard to provide such as-
surance.

4. Summary of data on which the
recommendation Is based: The Panel
members based their recommendation
on the potential hazards associated
with the Inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: E'xces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmias. Electrical leakage
current can also cause electrical shock
to a physician during a catheterization
or surgical procedure, and this may
lead to latrogenic complications. (b)
Misdiagnosis: If the zero or calibration
of the device Is inaccurate or unstable,
or if the frequency response of the
device Is improper, the device may
generate inaccurate diagnostic data. If
inaccurate diagnostic data are used In
managing the patient, the physician
may prescribe a course of treatment
that places the patient at risk unnec-
essarily. Cc) Tissue ischemla: Excessive
or prolonged pressure In the cuff of a
plethysomograph which uses vessel
occlusion techniques for estimation of
blood flow, can cause tissue ischemla
(deficiency of blood supply to a por-
tion of the body).

PROPosED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the hydraulic, pneumatic,
and photoelectric plethysmograph be
classified into class 11 (performance
standards). The Commissioner believes
that a performance standard is neces-
sary for this device because general
controls by themselves are insufficient
to control the risks to health. A per-
formance standard would provide rea-
sonable assurance of the safety and ef-
fectiveness of the device. The Commis-
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stoner also believes-that there is suffi-
clent Information to establish a stand-
ard to provide reasonable assurance of
the safety and effectiveness of the
device. Although hydraulic, pneumat-
Ic, and photoelectric plethysmographs
are used both as diagnostic devices and
as monitoring devices, they will be
listed In the Code of Federal Regula-
tions under cardiovascular monitoring
devices because monitoring is the
more common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CPR 5.D,
the Commissioner proposes to amend
Part 870 In Subpart C by adding new
§ 870.2780 as follows:

§ 870.2780 Hydraulic, pneumatic, and pho-
toelectric plethysmographs.

(a) Id'entification. A hydraulic,
pneumatic, or photoelectric plethys-
mograph is a device used to estimate
blood flow in a region of the body
using hydraulic, pneumatic, or photo-
electric measurement techniques

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305). Food and Drug Ad-
ministration, Rm-. 4-65, 5600 Fishers
Lane, RockvIlle, MDL 20857. written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments.
and shall be identified with the Hear-
ing Clerk docket number found in
brackets In the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 am. and 4 pm., Monday through
Friday.

Dated: February 26. 1979.
Josr= P. Hnz,

Associate Commissioner
forRegulatorAffafrs.

FR Doc. 79-6164 Filed 3-8-79; 8:45 am]

(4110-03-M]
[21 CPR, Part 8701

[Docket, No. 78N-14681

MEDICAL DEVICES

Classification of Meadicl Magnetic Tape
Recarders

AGENC: Food and Drug Adniinistra-
tion.

ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed rgulation
classifying medical magnetic tape re-
corders into class II (performance
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standards). The FDA is also publish-
ing the recommendation of the Car-
diovascular Device Classification
Panel that the device be classified into
class II. The effect of classifying a
device into class II is to provide for the
future development of one or more
performance -standards to assure the
safety and effectiveness of -the device.
After considering public comments,
FDA will issue a final regulation clas-
sifying the device. These actions are
being taken under the Medical Device
Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION

A proposal elsewhere in this issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of medical magnetic tape recorders:

1. Identification: A medical magnetic
tape recorder is device used to record
and play back signals from, for exam-
ple, physiological amplifiers, signal
conditioners, or computers.

2. Recommended'classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that medical magnetic tape recorders
be classified into class II because this
electrically powered device is neither
life-supporting nor life-sustaining, but
is potentially hazardous to life or
health even when properly used. If
the recording or playback of signals
does not allow accurate and precise de-,
termination of a specific physiological
function, the resulting misdiagnosis
could have a significant negative
effect on- the patient's health. -.This
device Is attached to the body through
transducers; , catheters, .or, electrodes
and s.jused in a clinical -environment

where excessive leakage current can be
a serious hazard. Thus the'electrical
characteristics of this device, e.g., elec-

- trical leakage current, need to meet
certain characteristics, including accu-
racy, reproducibility, and any limita-
tions on the device's recording of elec-
trical signals, should be maintained at
a generally acdepted satisfactory level
and should be made known to the user
.through special labeling. The device is
used with other devices in a system
that may be hazardous if not satisfac-
torily assembled, used, and main-
tained. The Panel believes that gener-
al controls alone would not provide
sufficient control over the perform-
ance and electrical characteristics of
this device. The Panel believes that a
performance standard will provide rea-
sonable assurance of the safety and ef-
fectiveness of the device and that
there is sufficient infohnation to es-
tablish a standard to provide such as-
surance.

4. Summary of data on which the
recommendation is based: The Panel -

members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmias. Electrical leakage
current can also cause electrical shock
to a physician during a catheterization
or surgical procedure, and this may
lead to iatrogenic complications. (b)
Misdiagnosis: If the zero or calibration
of the device is inaccurate or unstable,
or if the frequency response of the
device is improper, the device may
generate inaccurate diagnostic data. If
inaccurate diagnostic data are used in
managing the patient, the physician
may prescribe a course of treatment
that places the patient at risk unnec-
essarily.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's, recommendation and is pro-
posing that the medical magnetic tape
recorder be classified into class II (per-
formance standards). Th& Commis-
sioner believes that a performance
standard is necessary for this device
because general controls by them-
selves are insufficient to control the
risks to health. A performance stand-
ard would provide reasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also.be-
lieves that there is sufficient informa-
tion to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device. Although
medical magnetic tape recorders are

used both as diagnostic devices and as
monitoring devices, they will be listed
in the Code of Federal Regulations
under cardiovascular monitoring de-
vices because monitoring Is the more
common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart C by adding new
§ 870.2800 as follows:

§ 870.2800 Medical magnetic tape record-
er.

'(a) Identification, A medical mag-
netic tape recorder is a device used to
record and play back signals from, for
example, physiological amplifiers,
signal conditioners, or computers,

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or b'efore
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers.
Lane, Rockville, MD 20857, written
comments regarding this proposal,
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found In
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979,
JOSEP11 P. HILE,

Associate Commissionerfor
Regulatory Affairs

[FR Doc. 79-6165 Filed 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Part 870]

[Docket No. 78N-14091

Medical Devices

Classification of Paper Chart Recorders

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad.
ministration (FDA) is issuing for
public comment a proposed regulation
classifying paper chart recorders Into
class II (performance standards). The
FDA is also publishing the recommen-
dations of the Cardiovascular Device'
Classification Panel and the Ophthal-
mic Device Classification Panel that
the device be classifi6d into class II.
'The effect of classifying a device Into
class II is to provide for the future le-

-velopment of one or more perform-
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ance standards to assure the safety
and effectiveness of the device. After
considering public comments, FDA
will issue a final regulation classifying
the device. These actions are being
taken under the Medical Device
Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FsaEsAa REGISTER.
ADDRESS: Written comments to the

- Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4.65. 5600

- Fishers Lane, Rockville, M 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMATARY INFORMATION:

PANEL RECOMMENDATION

A proposal elsewhere in this issue of
the FEDERAL REsisTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
Thd Cardiovascular Device Classifica-
tion Panel and the Ophthalmic Device
Classification Panel, FDA advisory
committees, made the following rec-
ommendations with respect to the
classification of paper chart recorders:

1. Identification: A paper chart re-
corder is a device used to print on
paper, and create a permanent record
of, the signal from, for example, a
physiological signal amplifier, signal
conditioner, ozr computer.
- 2. Recomijiended classification: Class
II (performance standards). The
Panels recommend that establishing a
performance standard for this device
be a low priority.

3. Summary of reasons for recom-
mendatiom The Panels recommend
that paper chart recorders be classi-
fied into class II becasue this electri-
cally powered device is neither life-
supporting nor life-sustaining but is
potentially hazardous to life or health
even when properly used. If the
charted display provided by the device

.is inadequate for accurate and precise
determination of a specific physiologi-
cal parameter, the resulting misdiag-
nosis could have a significant negative
effect on the patient's health. This
device is attached to the body through
transducers, catheters, or electrodes
and is used in a clinical environment
where excessive leakage current can be
a serious hazard. Thus the electrical
characteristics of this device, e.g., elec-
trical leakage current, need to meet
certain requirements. Performance

PROPOSED RULES

characteristics, including accuracy, re-
producibility, and any limitations on
the device's recording of electrical sig-
nals. should be maintained at a gener-
ally accepted satisfactory level and
should be made know to the user
through special labeling. The device Is
used with other devices In a. system
that may be hazardous if not properly
assembled, used, and maintained. The
Panels believe that general controls
alone would not provide sufficient con-
trol over the performance and eectri-
cal. characteristics of this device. The
Panels believe that a performance
standard will provide reasonable assur-
ance of the safety and effectiveness of
the device and that there Is sufficient
Information to establish a standard to
provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommenda-
tions on the potential hazards associ-
ated with the inherent properties of
the device and on their personal
knowledge of, and experience with,
the device.

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmias. Electrical leakage
current can also cause electrical shock
to a physician during a catheterization
or surgical procedure, and this may
lead to latrogenic complications. (b)
Misdiagnosis: If the zero or calibration
of the device Is inaccurate or unstable,
or if the frequency response of the
device Is Improper, the device may
generate inaccurate diagnostic data. If
inaccurate diagnostic data are used In
managing the patient, the physician
may prescribe a course of treatment
that places the- patient at risk unnec-
essarily.

PROPOSED CLASSU7CrION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the paper chart recorder
be classified into class II (performance
standards). The Commissioner believes
that a performance standard is neces-
sary for this device because general
controls by themselves are Insufficient
to control the risks to health. A per-
formance standard would provide rea-
sonable assurance of the safety and ef-
fectiveness of the device. The Commis-
stoner also believes that there Is suffi-
cient information to establish a stand-
ard to provide reasonable assurance of
the safety and effectiveness of the
device. Because paper chart recorders
are used most frequently with cardio-
vascular devices, this device will be
listed in the Code of Federal Regula-
tions under cardiovascular devices. Al-
though paper chart recorders are used
both as diagnostic devices and as mon-
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itoring devices, they will be listed in
the Code 'of Federal Regulations
under cardiovascular monitoring de-
vices because monitoring Is the more
common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a). 52 Stat. 1055. 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart C by adding new
§ 870.2810 as follows:.

§ 870.o810 Paper chart recorer.
Ca) IdentfiHcafion A paper chart re-

corder is a device used to print on
paper, and create a permanent record
of, the signal from, for example, a
physiological amplifier, signal condi-
tioner, or computer.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305). Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857. written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 am. and 4 pam., Monday through
Friday,

Dated: February 26, 1979. -

JosEPH P. Hir
Associate Commissioner

forRegulatory Affair&
[FR Doe. 19-186 Piled 3-8-79; 8-45 am]

[4110-03-M]

[21 CFR Part 8701

[Docket No. 78N-14701

MEDICAL DEVICES
Cassificaon of Apex Crdsogrphkc

Transducers

AGENCY: Food and Drug Adnistra-
tion.
ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying apex cardiographic trans-
ducers into class II (performance
,standards). The FDA is also publish-
ing the recommendation of the Car-
diovascular Device Classification
Panel that the device be classified into
class IL The effect of classifying a
device into class II is to provide for the
future development of one or more
performance standards to assure the
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safety and effectiveness of the device.
After considering public comments,
FDA will issue a final regulation clas-
sifying the device. These actions are

- being taken under the Medical Device
Amendments of 1976. /

DATES: Conments by May 8, 1979.
The Comniissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation In the FEDERAL REGISTER.

ADDRESS: Written comments to the
Hearing Clerk '(HFA-305), Food and

" Drug Administration, Rm 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT: -

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION

A proposal elsewhere in this issue of
the FEDERAL REGISTER provides back-.
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of apex cardiographic transducers:

1. Identification: An apex cardio-
graphic transducer is a device used to
detect motion of the heart (accelera-

-tion, velocity, or 'displacement) by
changes in the mechanical or electri-
cal properties of the device.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that, establishing a per-
formance standard for this device be a
low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that apex cardiographic transducers
be classified into class II because this
electrically powered device is neither
life-supporting nor life-sustaining, but
is potentially hazardous to life or
health even when properly used. If
the signal produced by the transducer
is inadequate for accurate and precise
measurement of heart movement, the
resulting misdiagnosis could have a
significant negative effect on the pa-
tient's health. This device is attached
to the body through the skin and is
used in a clinical environment where
excessive leakage current can be a seri-
ous hazard. Thus the electrical charac-
teristics of this device, e.g., electrical
leakage current, need to meet certain
requirements. Performance character-
istics, including accuracy, xeproducibll-
ity, and any limitations on the device's.
ability to detect hieart movement,

PROPOSED RULES

should, be maintained at a generally
accepted satisfactory jlevel and should-
be made known to the user through
special labeling. The Panel believes
that general controls alone would not
prdvide sufficient control over the per-
formance and electrical characteristics
of this device. The Panel believes that
a performance standard will provide
reasonable assurance of the safety and
effectiveness of the device and that
there is sufficient information to es-
tablisha standard to provide such as-
surance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Cardiac -ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmias. (b) Misdiagnosis: If
the zero or calibration of the device is
inaccurate or unstable, the device may
generate inaccurate diagnostic data. If
inaccurate diagnostic data are used in
managing the patient, the physician
may prescribe a course of treatment
that places the patient at risk unnec-
essarily.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the apex cardiographic
transducer be classified into class II
(performance standards). The Com-
missioner beligves that a performance
standard is necessary for this device
because general controls by them-
selves are insufficient to control the
risks to health. A performance stand-
ard would provide- reasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-
lieves that there is sufficient informa-
tion to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device. Although
apex cardiographic transducers are
used both as diagnostic devices and'as
monitoring devices, they will be listed
in the Code of Federal Regulations
under cardiovascular monitoring de-
vices because monitoring is the more
common use.

Therefore, under the Federal Food,
Drug, and: Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart C by adding new
§ 870.2840 as follows: -

§870.2840 Apex cardiographic transducer.
(a) Identification. An apex cardio-

graphic transducer Is a device used to
detect motion of the heart (accelera-
tion, velocity, or displacement) by
changes in the mechanical or electri-
cal properties of the device.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockvlle, MD 20857, written
comments regarding this proposal,*
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found in
brackets In the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m, and 4 p.m., Monday through
Friday.

Dated: February 26, 1979,
JOSEPH P. HILE,

Assobiate-Commissioner
forRegulatory Affairs.

[FR Doe. 79-6167Filed 3-8-79; 8:45 am]

[41 O-03-M]

[21 CFR Part 8701

(Docket No. 78N-1471

MEDICAL DEVICES

Classification of Extravascular Blood Pressure
Transducers

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed Rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is Issuing for
public comment a proposed regulation
classifying extravascular blood pres-
sure transducers into class I (per-
formance standards). The FDA is also
publishing the recommendations of
the Cardiovascular' Device Classifica-
tion Panel and the Anesthesiology
Device Classification Panel that the
device be classified into class IT, The
effect of classifying a device into class
II is to provide for the future develop-
ment of one or more performanco
standards to assure the safety and ef-
fectiveness of the device. After consid-
ering public comments, FDA will issue
a final regulation classifying the
device. These actions are being taken
under the Medical Device Amend-
ments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec,

FEDERAL REGISTER, VOL 44, NO. 48--FRIDAY, MARCH 9, 1979



PROPOSED RULES

tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER.

ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.

FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, ahd Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION

A proposal elsewhere in this issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular, Device Classifica-
tion Panel and the Anesthesiology
Device Classification Panel, FDA advi-
sory committees, made the following
recommendation with respect to the
classification' of extravascular blood
pressure transducers:

1. Identification: An extravascular
blood pressure transducer is a device
used to measure blood pressure by
changes in mechanical or electrical
properties of the device. The proximal
end of the transducer is connected to a
pressure monitor that produces an
analog or digital electrical signal relat-
ed to changes in the electrical or me-
chanical changes produced in the
transducer.

2. Recommended classification: Class
II (performance standards). The
Panels recommend that establishing a
performance standard for this device
be a high priority.

3. Summary of reasons for recom-
mendation: The Panels recommend
that - extravascular blood pressure
transducers be classified into class II
because this electrically operated
device is neither life-supporting nor
life-sustaining, but is potentially haz-
ardous to life or health even when
properly used. If the device is inad-
equate for accurate and precise mea-
surement of blood pressure, the result-
ing misdiagnosis could have a signifi-
cant negative effect on the patient's
health. This device is attached to the
body by in-line contact with the blood
in a catheter system and is used in a
clinical environment where excessive
leakage current can be a serious
hazard. Thus the electrical character-
istics of this device, e.g., electrical
leakage current, need to meet certain
requirements. Performance character-
istics, including accuracy, reproducibil-
ity, and any limitations on the device'a
ability to sense blood pressure, should
be maintained at a generally accepted
satisfactory level and should be made

'known to the user through special la-
beling. The device is used with other
devices in a system that may be haz-
ardous if not satisfactorily assembled,
used, and maintained. The Panels be-
lievethat general controls alone would
not provide sufficient control over the
performance characteristics of this
device. The Panels believe that a per-
formance standard will provide reason-
able assurance of the safety and effec-
tiveness of the device and that there is
sufficient-information to establish a
standard to provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommenda-
tions on the potential hazards assocl-
ated with the inherent properties of
the device and on thler personal
knowledge of, and experience with,
the device.

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock. Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmlas. (b) Misdiagnosis: If
the zero or claibration of the device is
inaccurate or unstable, the device may
generate inaccurate diagnostic data. If
inaccurate diagnostic data are used in
managing the patient, the-physician
may prescribe a course of treatment
that places the patient at risk unnec-
essarily.

PROPOSED CLASSnC IC ON

The Commissioner agrees with the
recommendations of the Panels and is
proposing that the extravascular
blood pressure transducer be classified
into class II (performance standards).
The Commissioner believes that a per-
formance standard is necessary for
this device because general controls by
themselves are insufficient to control
the risks to health. A performance
standard would provide reasonable as-
surance of the safety and effectiveness
of the device. The Commissioner also
believes that there is sufficient infor-

°mation to establish a standard to pro-
vide reasonable assurance of the
safety and effectiveness of the device.
Because blood pressure measurement
is an indication of cardiovascular func-
tion, this device will be listed in the
Code of Federal Regulations (CFR)
under cardiovascular devices. Al-
though extravascular blood pressure
transducers are used both as diagnos-
tic devices and as monitoring devices,
they will be listed in the CFR under
cardiovascular monitoring devices be-
cause monitoring is the more common
use.

Therefore, under the Federal Food.
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
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Part 870 in Subpart C by adding new
§ 870.2850 as follows.

§870.2850 Extravascular blood pressure
transducer.

(a) Identification. An extravascular
blood pressure tranducer is a device
used to measure blood pressure by
changes in the mechanical or electri-
cal properties of the device. The proxi-
mal end of the transducer is connected
to a pressure monitor that produces
an analog or digital electrical signal re-
lated to changes in the electrical or
mechanical changes produced in the
transducer.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (]FA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 am. and 4 pm., Monday through
Friday.

Dated: February 26, 1979.

JosEPH P. HITz,
Associate Commissioner

forRegulatoryAffairs.
CPR Doc. 79-6168 Piled 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Port 8701

EDocket No. 78N-14721

MEDICAL DEVICES

Classificotion of Heart Sound Transducers

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed Rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation.
classifying heart sound transducers
into class II (performance standards).
The DA is also publishing the recom-
mendation of the Cardiovascular
Device Classification Panel that the
device be classified into class II The
effect of classifying a device into class
II Is to provide for the future develop-
ment of one or more performance
standards to assure the safety and ef-
fectiveness of the device. After consid-
ering public comments, FDA will issue
a final regulation classifying the
device. These actions are being taken
under the Medical Device Amend-
ments of 1976.

FEDERAL REGISTER, VOL 44, NO. 48-FRIDAY, MARCH 9, 1979



13354

DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., . Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION-

PANEL REcObMENDATION
A proposal elsewhere in this issie of

the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, and-FDA advisory commit-.
tee, made the following recommenda-
tion with respect to the classification
of heart sound transducers:'

1. Identification: A heart sound
transducer is an external transducer
which exhibits.a change in mechanical
or electrical properties in relation to
sounds produced by the heart. This
device may be used in conjunction
with a phonocardiograph to record
heart sounds.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing. a per-
formance standard for this device be a
low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the heart sound transducer be
classified into class II because this
device is neither life-supporting nor
life-sustaining, but is potentially haz-
ardous to life or health even when
properly used. If the devie is inad-
equate for accurate and precise detec-
tion of heart sounds, the resulting mis-
diagnosis could have a significant neg-
ative effect on the patient's health.
This device is attached to the body
through the skin and is used in a clini-
cal environment where excessive leak-
age 'current can be a serious hazard.
Thus the electrical characteristics of
this device, e.g., electrical leakage cur-
rent, need to' meet certain require-
ments. Performance characteristics in-
cluding accuracy, reproducibility, and
any limitations on the device's ability
to detect heart sounds should be main-
tained at a generally accepted satisfac-
tory level and should be made known
to the user through special labeling.
The Panel believes that general con-
trols alone would not provide suffi-

PROPOSED RULES

dient control over the performance
characteristics of. this device. The
Panel believes that a performance
standard will provide reasonable assur-
ance of the safety and effectiveness of
the device and that there is sufficient
information to establish a standard to
provide such assurance.

4. Summary of date on which the
recommendation is based: The lanel
members based thefr recommendation
on the potential hazards associated
with-'the inherent properties .of the
device and on thbir personal knowl-
edge of, and experience with, the
device.'

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmias. (b) Misdiagnosis: If
the zero or calibration of the device is
inaccurate or unstable, the device may
generate inaccurate diagnostic data. If
inaccurate diagnostic data are used in
managing the patient, the physician
may prescribe a course of treatment
that places the patient at risk unnec-
essarily.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the heart sound trans-
ducer be classified into class II (per-
formance standards). -The Commis-
sioners believes that a performance
standard s necessary for this-device
because general controls by them-
selves are insufficient to control the
risks to health. A performance stand-
ard would provide xeasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-
lieves that there is sufficient informa-
tion to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device. Although
heart sound transducers are used both
as diagnostic devices and as monitor-
ing devices, they will be listed in the
Code of Federal Regulations under
cardiovascular monitoring devices be-
cause monitoring Is the more common
use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360b, 371(a))).and under au-
thority delegated to him (21 CFR 5.1),

* the Commissioner proposes to amend
Part 870 in Subpart C by adding new -
§ 870.2860 as follows:

S§ 870.2860 Heart sound transducer.
(a) Identification. A heart sound

transducer is an external transducer,
that exhibits a change in mechanical
or electrical properties in relation to
sounds pioduced by the heart. This
device may be used in conjunction"

with a phonocardiograph to record
heart sounds.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal,
Four copies of all comments shall be
submitted, except that individuals
may submits single copies of corn.
ments, and shall be Identified with the
Hearing Clerk docket number found In
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979,
JOsEPH-P. HiL,

Associate Commissioner
for Regulatory Affairs.

[FR Doc. 79-6169 Filed 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Part 870]

[Docket No. 78N-,473]

* "MEDICAL DEVICES

Classification of Catheter Tip Pressure
Transducers

AGENCY: Food and Drug Administra-
tion.

ACTION: Proposed rule,
SUMMARY: The Food and Drug Ad-
ministration (FDA) Is Issuing for
public comment a proposed regulation
classifying catheter tip pressure trans-
ducers into class II (performance
standards); The FDA Is also publish-
ing the recommendations of the Car-
diovascular- Device Classification
Panel and the Anesthesiology Device
Classification Panel that the device be
classified into class II. The effect of
classifying a device into class II Is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will Issue a final regu-
lation classsifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of Its publi-
cation-in the FEDERAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
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FOR FURTHER INFORMATION
CONTACT.

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-

-fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

'SUPPLEMENTARY INFORMATION:

PANL REcOMnENDATION

A proposal elsewhere in this issue of
the FEDERAL RnisTE provides back-
ground information concerning'the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, and the Anesthesiology
Device Classification Panel, FDA advi-
sory committees, made the following
recommendations with respect to the
classification of catheter tip pressure
transducers:

1. Identification: A catheter tip pres-,
sure transducer is a device incorporat-
ed into the distal end of a catheter.
When placed in the bloodstream, its
mechanical or electrical properties
change in realtaion to changes in
blood pressure. These changes are
transmitted to accessory equipment
for processing.

2. Recommended clasification: Class
II (performance standards). The
Panels recommend that establishing a
performance standard for this device
be a high priority.

3. 'Summary of reasons for recom-
mendation: The Panels recommend
that the catheter tip" pressure trans-
ducer be classified into class II- because
this device is neither life-supporting
nor life-sustaining, but is potentially
hazardous to life or health even when
properly used. If the device is inad-
equate for accurate and precise mea-
surement of blood pressure, the result-
ing misdiagnosis could have a signifi-
cant- negative effect on the patient's
health. This device is placed in direct
contact with the bloodstream and is
used in i clinical, environment where
excessive leakage current can be a seri-
ous hazard. Thus the electrical charac-
teristics of this device, e.g., electrical
leakage current, need to meet certain
requirements. Materials used in the
device should meet a generally accept-
ed satisfactory level of tissue and
blood compatibility, including require-.
ments for adequate surface finish and
cleanliness, which may affect the
degree of compatibility. Performance
characteristics, including accuracy, re-
producibility, and any limitations on
the device's ability to measure blood
pressure, should be maintained at a
generally accepted satisfactory level
and should be made known to the user
through special labeling. The device is
used with other devices in a system
that may be hazardous if not satisfac-
torily assembled, used, and main-

PROPOSED RULES

tained. The Panels believe that kener-
al controls alone would not provide
sufficient control over the perform-
ance characteristics of this device. The
Panels believe that a performance
standard will provide reasonable assur-
ance of the safety and effectiveness of
the device and that there is sufficient
information to establish a standard to
provide such assurance.

4. Summary of data on which the
recommendation Is based: The Panel
members based their recommenda-
tions on the potential hazards associ-
ated' with the inherent properties of
the deyice and on their personal
knowledge of, and experience with,
the device.

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-.
turb the normal electrophsiology of
the heart, leading to the onset of car-
diac arrhythmlas. (b) Misdiagnosis If
the zero or calibration of the device Is
inaccurate or unstable, the device may
generate inaccurate diagnostic data. If
inaccurate diagnostic data are used In
managing the patient, the physician
may prescribe a course of treatment
that places the patient at risk unnec-
essarily. c) Thromboembolism: Inad-
equate blood compatibility of the ma-
terials used in this device and Inad-
equate surface finish and cleanliness
may lead to potentially debilitating of
fatal thromboemboll. d) Embolism:
Pieces of the transducer or catheter
which break or flake off may form po-
-tentially debilitating or fatal emboll.
(e) Cardiac perforation and vessel dis-
section: If the catheter or catheter tip
is rough, or if the catheter Is too stiff,
cardiac perforation and vessel dissec-
tion may result.

PROPOSED CLASSrnCATIOx

The Commissioner agrees with the
Panels' recommendations and is pro-
posing that the catheter tip pressure
transducer be classified into class II
(performance standards). The Com-
missioner believes that a performance
standard is necessary for this device
because general controls by them-
selves are insufficient to control the
risks to health. A performance stand-
ard would provide reasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-
lieves that there Is sufficient Informa-
tion to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device. Because
blood pressure measurement is an In-
dication of cardiovascular function.
this device will be listed In the Code of
Federal Regulations (CFR) under car-
diovalcular devices. Although catheter
tip pressure transducers are used both
as diagnostic devices and as monitor-
ing devices, they will be listed In the R
under cardiovascular monitoring de-
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vices because monitoring Is the more
common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart C by adding new
§ 870.2870 as follows:

§870.2870 Catheter tip pressure trans-
ducer.

(a) Identification. A catheter tip
pressure transducer is a device incor-
porated into the distal end of a cath-
eter. When placed in the bloodstream,
Its mechanical or electrical properties
change In relation to changes in blood
pressure. These changes are transmit-
ted to accessory equipment for proc-
essing.

(b) Classificatio Class II (perform-
ance standards).

Intefested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (EFA-305), Food and Drug Ad-
ministration, Rm. 4-65. 5600 Fisher
Lane, Rockvlle, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comnents,
and shall be Identified with the Hear-
ing Clerk docket number found in
brackets In the heading of this docu-
ment Received comments may be seen
in the above office between the hours
of 9 a-m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.

Josm P. HTnTx
Associate Commissioner

for Regulatory Affairs.
[FR Doc. 7M9-170 Filed 3-8-79; 8:45 am]

[4110-03-M]
[21 CFR Part 870]

[Docket No. 78N-14741

MEDICAL DEVICES

aasslfcaflon of Ultrasonic Transducers

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying ultrzsonic transducers into
class II (performance standards). The
FDA is also publishing the recommen-
dation of the Cardiovascular Device
Classification Panel that the device be
classified into class I. The effect of
classifying a device into class EI is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of-
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the device. After considering public
comments, FDA will issue a final regu-
lation classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of 1976.

DATES; Comments by 'May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FsDERA REGISTR.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOENnDATION.

A proposal elsewhere in this issue of
the FED.aAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion vith respect to the classification
of ultrasonic transducers:
. 1. Identification: An ultrasonic
transducer is a devicp applied to.the
skin to transmit and receive ultrasonic
energy that is used in conjunction
with an echocardiograph to provide
imaging of cardiovascular structures.
This device includes phased arrays and
two-dimensional scanning transducers.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that ultrasonic transducers be classi-
fied into class II because this device is
neither life-supporting -nor life-sus-
taining, but is potentially hazardous to
life or health even when 'properly
used. If the device is inadequate for
accurate and precise cardiac imaging,
the resulting misdiagnosis could have
a significant negative effect on the pa-
tient's health. This device is attached
to the body through the skin and is
used in a clinical environment where
excessive leakage current can be a seri-
ous hazard. Thus the electrical charac-
teristics of this device, e.g., electrical
leakage current, need to meet certain
requirements. Performance character-
isties, including accuracy, reproducibil-
ity, any limitations on the device's
ability to provide cardiac imaging, and
the level of ultrasonic energy injected

PROPOSED RULES

into the body, should be maintained at
generally accepted satisfactory levels
and should be made known to users
through special labeling. The Panel
believes that general controls alone
would not provide sufficient control
over the performance characteristics
of this device. The Panel believes that
a performance standard will provide
reasonable assurance of the safety and
effectiveness of the device and that
there is sufficient information to es-
tablish a standard to provide such as-
surance.

4. Summary of dataE on which the
recommendation is based: The Panel
members based their recommendation
on the potential' hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience' with, the
device.

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmias. (b) Misdiagnosis: If
the zero or calibration of the device is
inaccurate or unstable, the device may
generate inaccurate diagnostic data. If
inaccurate diagnostic data are used in
managing the patient, the physician
may prescribe a course of treatment
that places the patient at risk unnec-
essarily. (c) Tissue and blood damage:
If the device is not properly designed,
ultrasonic energy may be released into
the body at levels that may damage
tissue and blood.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the ultrasonic transducer
be classified into class II (performance
standards). The Commissioner believes
that a perfornmiance standard is neces-
sary for this device because general
controls by themselves are insufficient
to control the risks to health. A per-
formance standard would provide rea-
sonable assurance of the safety-and ef-
fectiveness of the device. The Commis-
sioner also believes that there Is suffi-
cient information to establish a stand-

,ard to provide reasonable assurance of
the safety and effectiveness of the
device. Although ultrasonic trans-
ducers are used both as diagnostic de-
vices and as monitoring devices, they
will be listed in the Code of Federal
Regulations. under cardiovascular
monitoring devices because monitoring
is the more common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart C by adding new
§ 870.2880 as follows:

§870.2880 Ultrasonic transducer.
(a) Identification. A ultrasonic

transducer Is a device applied to the
skin to transmit and receive ultrasonic
energy that is used in conjunction
with an echocardlograph to provide
imaging of cardiovascular structures.
This device includes phased arrays and
two-dimensional scanning transducers.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in

\brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.

Jossr u P. HILE,
Associate Commissioner

forRegulatory Affairs,
[FR Doe. 79-6171 Filed 3-8-79:8:45 am]

[4110-03-M]

[21 CFR Part 8701

[Docket No. 78N-1475]

MEDICAL DEVICES

Classification of Vessel Occlusion Transducers

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed Rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) Is issuing for
public comment a proposed regulation
classifying vessel occlusion transducers
into class II (performance standards).
The FDA Is also publishing the recom-
mendation of the Cardiovascular
Device Classification Panel that the
device be classified into class II. The
effect of classifying a device into class
11 is to provide for the futuie develop-
ment of one or more performance
standards to assure the safety and ef-
fectiveness of the device. Afder cohsid.
ering public comments, FDA will issue
a final regulation classifying the
device. These actions are being taken
under the Medical Device Amend.
ments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec.
tive 30 days after the date of Its publi-
cation in the FEDERAL REGISTER.
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ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration. Rm. 4-65, 5600
Fishers Lane, RockvflIe, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rabmoeller, Bureau of
Medical Devices (HEFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL REcoLnmENDATIoN
A proposal elsewhere in this issue of

the FEDR.AX REnsTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, and FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of vessel occlusion transducers:

1. Identification: A vessel occlusion
transducer is a device used to provide
an electrical signal corresponding to
sounds produced in a partially oc-
cluded vessel This device includes
motion, sound, and ultrasonic trans-
ducers.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the vessel occlusion transducer be'
classified into class II because this
device is neither life-supporting nor
life-sustaining, but is potentially haz-
ardous to life or health even when
properly used. If the response of the
transducer to the sounds is inadequate
for accurate and precise detection of a
partially occluded vessel, the resulting
misdiagnosis could have a significant
negative effect on the patient's health.
The device is in direct contact with
the surface of the "body and may be
used in a clinical environment where
the transmission of electrical leakage
current to the body presents a serious
health hazard. Thus the electrical
characteristics of this device, e.g., elec-
trical leakage current, need to- meet
certain requirements. Performance
characteristics, including accuracy, re-
producibility, and any limitations on
the device's ability to detect vessel oc-
clusion, should be maintained at a gen-
erally accepted satisfactory level and
should be made known to the user
through special labeling. In the case of
ultrasonic devices of this category,
malfunction of the device may result
in exposure of the body to an unsafe
amount of ultrasonic energy. The
device is used with other devices in a
system that may be hazardous if not
satisfactorily assembled, used, and

maintained. The Panel believes that
general controls alone would not pro-
vide sufficient control over the per-
formance characteristics of this
device. The Panel believes that a per-
formance standard will provide reason-
able assurance of the safety and effec-
tiveness of the device and that there is
sufficient information to establish a
standard to provide such assurance.

4. Summary of data on which the
recommendation is based. The Panel
members based their recommendation
on the potential hazards associated
wiwth the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Cardiac ar-
rhythmlas or electrical shocl Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmlas. (b) Mlsdlagnosis: If
the zero or calibration of the device is
inaccurate or unstable, the device may
generate inaccurate diagnostic data. If
inaccurate diagnostic data are used in
managing the patient, the physician
may prescribe a course of treatment
that places the patient at risk unnec-
essarily. (c) Tissue and blood damage:
If the device is not properly designed.
ultrasonic energy may be released into
the body at levels that may damage
tissue and blood.

PROPOSED CLASSIFICATIOU

The Commissioner agrees with the
Panel's recommendation and Is pro-
posing that the vessel occlusion trans-
ducer be classified into class II (per-
formance standards). The Commis-
sioner believes that a performance
standard is necessary for this device
because general controls by them-
selves are insufficient to control the
risks to health. A performance stand-
ard would provide reasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-
lieves that there is sufficient informa-
tion to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device. Although
vessel occlusion transducers are used
both as diagnostic devices and as mon-
itoring devices, they will be listed in
the Code of Federal Regulations
under cardiovascular monitoring de-
vices because monitoring Is the more
common use.

Therefore, under the Federal Food.
Drug. and Cosmetic Act (seas. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1).
the Commissioner proposes to amend
Part 870 in Subpart C by adding new
§ 870.2890 as follows:

§ 870.2890 Vessel occlusion transducer.
(a) Identification. A vessel occlusion

transducer is a device used to provide
an electrical signal corresponding to
sounds produced in a partially oc-
cluded vessel. This device includes
motion, sound, and ultrasonic trans-
ducers.

(b) Classification. Class nI (perform-
ance standards).

Interested persons mayp on or before
May 8, 1979, submit to the Hearing
Clerk (HPA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 pJm., Monday through
Friday.

Dated: February 26, 1979.
JOSEPH P. HLE,

Associate Commissioner
forRegul atoryAffairs.

[FR Doc. 79-6172 Filed 3-8-79; 8:45 am]

[41 1o-03-M]

121 CFR Part 870]

[Docket No. '8N-14761

MEDICAL DEVICES

Ctassification of Palient Transducer and
Eledrade Cables (Including Connedor)

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed Rule.

SUMAMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying patient transducer and
electrode cables (including connector)
into class II (performance standards).
The FDA is also publishing the recom-
mendation of the Cardiovascular
Device Classification Panel that the
device be classified into class IL The
effect of classifying a device into-ecla
1r is to provide for the future develop-
ment of one or more performance
standards to assure the safety and ef-
fectiveness ot the device. Afte consid-
ering public comments, FDA will issue
a final regulation classifying the
device. These actions are being taken
under the Medical Device Amend-
ments of 1976.
DATES: Comments by May 8. 1979.
The Commisoner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
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tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL REcOMMENDATION

A proposal elsewhere in this issue-of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the -proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of patient transducer and electrode
cables (including connector):

1. Identification: A patient trans-
ducer and electrode cable (including
connector) is an electrical conductor
used to transmit signals from, or
power or excitation signals to, patient-
connected electrodes or transducers.

2. Recommended 6lassification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
medium priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that patient transducers and electrode
cables (including connectors).be classi-
fied into class II because this device is
neither life-supporting nor life-sus-
taining, but- is potentially hazardous to
life or health even when properly
used. This device is attached to the
body through electrodes or trans-
ducers and is used in a clinical envi-
ronment where transmission of exces-
sive leakage current can be a serious
hazard. Thus the electrical character-
istics of this device, e.g., electrical
leakage current, need to meet certain
requirements. The Panel believes that
each type of cable connecto should be
standardized uniquely so that, for ex-
ample, an electrocardiograph cable
cannot be connected to a pressure
transducer cable connector where the
transducer excitation signal may cause
the heart to fibrillate. The .device is
used with other devices in a system
that may be hazardous if not satisfac-
torily assembled, used, and main-.
tained. The Panel believes that gener-
al controls alone would not provide
sufficient control over the perform-
ance characteristics of this device. The
Panel believes that a performance
standard will provide reasonable assur-

-PROPOSED RULES

ance of the safety and effectiveness of
the device and that there is sufficient
information to establish a standard to
provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the

-device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
thi heart, leading to the onset of car-"
diac arrhythmias. (b) Failure to trans-
mit signal or intermittent transmission
or electrical leakage: Poor mechanical
design of the conductor and insulating
material, and the inability of the
device to withstand sterilization cycles
may lead to signal transmission fail-
ures or electrical leakage.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the patient transducer and
electrode cable (inbluding connector)
be classified into class II (performance
standards). The Commissioner believes
that a performance standard is neces-
sary for this device because general
controls by themselves are insufficient
to- control the risks to health. A per-
formance standard would provide rea-
sonable assurance of the safety and ef-
fectiveness of the device. The Commis-
sioner also believes that there is suffi-
cient information to establish a stand-
ard to provide reasonable assurance of
the safety and effectiveness of the
device. Although patient transducer
and electrode cables (including con-
nector) are used both as diagnostic de-
vices and as monitoring devices, they
will be listed in the Code of Federal
Regulations under cardiovascular
monitoring devices because monitoring
is the more common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 -U.S.C. 360c, 371(a))) and under.au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part'870 in Subpart C by adding new
§ 870.2900 as follows:

§ 870.2900 Patient transducer and elec-
trode cable (including connector).

(a) Identification. A patient trans-
ducer andelectrodd cable (including
connector) is an electrical conductor
used to transmit signals from, or

-power or excitation signals to, patient-
connected electrodes or transducers.

(b) Classification. Class II (perform-
ance standards).

Interested' persons may, on or before
May 8, 1979 submit. to the Hearing

Clerk (HFA-305), Food and Drug Ad.
ministration, Rm. 4-65, 5600 Fishers
iane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that lhdividuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets 'in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday,

Dated: February 26, 1979.
JOSEPH P. HILE,

Associate Commissioner
forRegulatory Affairs.

[FR Doc. 79-6173 Filed 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Part 8701

[Docket No. 78N-147'i'
MEDICAL DEVICES

Classification of Radlofrequency Physiological
Signal Transmitters and Receivers

AGENCY: Food and Drug Administra.
tion.
ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad.
ministration (FDA) is issuing for
public comment a proposed regulation
classifying radofrequency physiologi.
cal signal transmitters and receivers
into class II (performance standards).
The FDA is also publishing the recom-
mendation of the Cardiovascular
Device Classification Panel that the
device be classified into class II. The
effect of classifying a device into dlass
II is to provide for the future develop-
ment of one or more performance
standards to assure the safety and ef-
fectiveness of the device. After consid-
ering public comments, FDA will issue
a final regulation classsifying the
-device. These actions are being taken
under the Medical Device Admend.
ments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.
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SUPPLEMENTARY INFORMATION:

PANEL RECOMMIENDATION

A proposal elsewhere in this issue of
FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of radiofrequency physiological signal
transmitters and receivers:

1. Identification: A radiofrequency
physiological signal transmitter and
receiver is a'device used to condition a
physiological signal so that it can be
transmitted via radiofrequency from
one location to another, e.g., a central
monitoring station. The received
signal is reconditioned by the device
into its original format so that it can
be displayed.

2. Recommended clasification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that radiofrequency physiological
signal transmitters and receivers be
classified into class II because this
electrically powered device is neither
life-supporting nor life-sustaining, but
is potentialIyhazardous to life or
health even when properly used. This
device is attached to the body through
transducers or electrodes and is used
in a clinical enviroment where exces-
sive leakage current can be a serious
hazard. Thus the electrical character-
istics of this device, e.g., electrical
leakage current, fieed to meet certain
requirements. If the data conditioning
or transmission is inadequate for accu-
rate and precise measurement of a
given physiological signal, the result-
ing misdiagnosis could have a signifi-
cant negative effect on the patient's
health. Performance characteristics
including effective data transmission
and any limitations on the device's
performance characteristics should bd
maintained at a generally accepted
satisfactory level and should be made
knowii to-the user through special la-
beling. The device is used with other
devices in a system that may be haz-
ardous if not satisfactorily assembled,
used, and maintained. The Panel be-
lieves that general controls alone
would not provide sufficient control
over the performance and electrical
characteristics 'of this device, The
Panel believes that a performance
standard will provide reasonable assur-
ance of the safety and effectiveness of
the device and that there is sufficient
information to establish a standard to
provide such assurance.

4. Summary of data on which the
recommendation Is based: The Panel
members based their recommendation
on on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock. Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to tl]e onset of car-
diac arrhythmias. (b) Msdia'gnosis: In-
adequate frequency response of the
transmitter-receiver system can lead
to loss of data in transmission or to
the generation of Inaccurate diagnos-
tic data. Inaccuracy or Instability of
zero or calibration can also lead to the
generation of inaccurate diagnostic
data. If inaccurate diagnostic data are
used in managing the patient, the phy-
sician may prescribe a course of treat-
ment that places the patient at risk
unnecessarily. c) Interference with or
from other medical devices: Electro-
magnetic interference to or by the ra-
diofrequency signal can lead to a mal-
function of this device or other devices
in the immediate vicinity. (d) Tissue
damage: Excessive radlofrequency
energy can possibly cause tissue
damage.

PROPosED CLASsIFICATrION

-The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the radiofrequency phys-
iological signal transmitter and receiv-
er be classified into class II (perform-
ance standards). The Commissioner
believes that a performance standard
is necessary for this device because
general controls by themselves are in-
sufficient to control the risks to
health. A performance standard would
provide. reasonable assurance of the
safety and effectiveness of the device.
The Commissioner also believes that
there is sufficient information to es-
tablish a standard to provide reason-
able assurance of the safety and effec-
tiveness of the device. Although radio-
frequency physiological bignal trans-
mitters and receivers are used both as
diagnostic devices and as monitoring
devices, they will be listed in the Code
of Federal Regulations under cardio-
vascular monitoring devices becasue
monitoring Is the more common use.

Therefore, under the Federal Food
Drug, and Cosmetic Act (secs. 513.
701(a), 52 Stat 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1).
the Commissioner proposes to amend
Part 870 in Subpart C by adding new
§ 870.2910 as follows,

§ 870.2190 Radiofrequency physiological
signal transmitters and receivers.

(a) Identifieatfor. A radiofrequency
physiological signal transmitter and
receiver Is a device used to condition a -
physiological signal so that it can be
transmitted via radiofrequency from
one location to another, e.g., a central
monitoring 'station. The received
signal Is reconditioned by the device
into its original format so that it can
be displayed.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8. 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments.
and shall be Identified with the Hear-
Ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 am. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JOsEPR P. Hn1,

Associate Commissioner
for Regulatory Affairs.

FR Doe. 79-8174 Filed 3-8-79:845 am]

[4110-03-M]

121 CER Port 870]

[Docket No. 78X-14781

MEDICAL DEVICES

Classification of Telephone Eledrocardiogroph
Transmitters and Receivers

AGENCY: Food and Drug Administra-
tion.

ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) Is issuing for
public comment a proposed regulation
classifying telephone electrocardio-
graph transmitters and receivers into
class II (performance standards). The
FDA Is also publishing the recommen-
dation of the Cardiovascular Device
Classification Panel that the device be
classified into class I. The effect of
classifying a device into class II is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness~of
the device. After considering public
comments, FDA will issue a final regu-
lation classifying the device. These ac--
tions are being taken under the Medi-
cal Device Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs

FEDERAL REGISTER, VOL 44, NO. 48-FRIDAY, MARCH 9, 1979

13359



13360

proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER.

ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, AD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFOlMATION:

PANEL RECOMMENDATION -

A proposal elsewhere in this issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, -an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of telephone electrocardiograph trans-
mitters and receivers:

1. Identification: A telephone elec-
trocardiograph transmitter and receiv-
er Is a device used to condition an
ECG signal so that It can be transmit-
ted via a telephone line to another lo-
cation. This device also includes a re-
ceiver that reconditions the received
signal into Its original format so that
It can be displayed. The device in-
cludes devices used to transmit and re-
ceive pacemaker signals.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that -telephone electrocardiograph
transmitters and receivers be classified
into class II because this electrically
powered device is neither life-support-
ing nor life-sustaining, but is poten-
tially hazardous to life or health even
when properly used. This device is at-
tached to the body through ECG elec-
trodes and is used in a clinical environ-
ment where excessive leakage current
can be a serious hazard. Thus the elec-
trical characteristics of this device,
e.g., elictrical. leakage current, need to,
meet certain requirements. If the data
conditioning or transmission is inad-
equate for accurate and precise mea-
surement of the ECG or heart rate,
the resulting misdiagnosis could have
a significant negative effect upon the
patient's health. Performance 'charac-
teristics, including effective data
transmission and any limitations on
the device's performance characteris-
tics, should be maintained at a gener-

PROPOSED RULES

ally accepted satisfactory level and
should be made 'known to the user
through special labeling. The device Is
used with other devices in a system
that may be hazardous if not satisfac-
torily assembled, used,. .and main-
tained. ThePanel believes that gener-
al controls alone would not provide
sufficient control over the perform-
ance characteristics.of this device. The

-Panel believes, that 'a performance
standard will provide reasonable assur-
ance of the safety and effectiveness of
the device afid that there is sufficient
information td establish a standard to

"provide such assurance.
4. Summary of data on which the

recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with' the inherent properties of the,
device and on their personal knowl-,
edge of, and experience with, the
device.

5. Risks to health: (a) Cardiac ar-
-rliythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmias. (b) Misdiagnosis: In-
adequate frequency response of the
transmitter-receiver system can lead
to loss of data. in transmission or to
the generation of inaccurate diagnos-
tic data. Inaccuracy or instability of
zero or calibration can also lead to the
generation of inaccurate, diagnostic
data. If inaccurate diagnostic data are
used in managing the patient, the phy-
sician may prescribe a course of treat-
ment that places the patient at risk
unnecessarily.

PRoPosED CLAssIFIcATIoN

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the telephone electrocar-
diograph transmitter and receiver be
classified into class II (performance
standards). The Commissioner believes
that a performance standard is neces-
sary for this device because general
controls by themselves are insufficient
to control the risks to health. A per-
formance standard would-provide rea-
sonable assurance of the safety and ef-
fectiveness of the device. The Commis-
sioner also believes that there is suffi-
cient information to establish a stand-
ard to provide reasonable assurance of
the safety and effectiveness of the
device. Although telephone electrocar-
diograph transmitters and receivers
are used both as diagnostic devices and
as monitoring devices, they will be
listed in the& Code of Federal Regula-
tions under cardiovascular-monitoring
devices because monitoring is the
more common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. '1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-

thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Pait 870 in Subpart C by adding new
§ 870.2920 as follows:

§ 870.2920 Telephone electrocardiograph
transmitters and receivers.

(a) Identification. A telephone elec-
trocardiograph transmitter and receiv-
er is a device used to condition an
ECG signal so that It can be transmit-
ted via a telephone line to another lo-
cation. This device also includes a re
celver that reconditions the received
signal Into Its original format so that.
It can. be displayed. The device In-
cludes devices used to transmit and re-
ceive pacemaker signals.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or beforo
May 8, 1979, submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regardng this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JOSE11 P. HILE,

Associate Commissioner
for Regulatory Affars

[FR Doc. 79-6175 Piled 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Part 870]

[Docket No. 78N-1479]
I MEDICAL DEVICES

Classification of Vascular Clips

AGENCY: Food and Drug Administra.
tion.

ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA). is issuing for
public comment a proposed regulation
classifying vascular clips into class II
(performance standards). The FDA Is
also publishing the .recommendation
of the Cardiovascular Device Classifi-
cation Panel that the device be classi-
fied into class II. The effect of classi-
fying a device into class II is to provide
for the future development of one or
more performance standards to assure
the safety and effectiveness of the
device. After considering public com-
ments, FDA will issue a final regula-
tion classifying the device. These ac-
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tions are being taken under the Medi-
cal Device Amendments of 1976.
DATE: Comments by May 8,1979. The
Commissioner of Food and Drugs pro-

" poses that the final regulation based
on this proposal become effective 30
days after the date of its publication
in the FEDERAL REGiSTER.

ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.

FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450). Food
and Drug Administration, Depart-
ment of Health, Education. and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL REcommENDATIoN

A proposal elsewhere in this issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of vascular clips:

1. Identification: A vascular clip is an
implanted extravascular device de-
signed to occlude, by compression,
blood flow in small blood vessels.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
medium priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that vascular clips be classified into
class II because this implanted device
is neither life-supporting nor life-sus-
taining, but is potentially hazardous to
life or health even when properly
used. Materials used in the device
should meet a generally accepted satis-
factory level of tissue and blood com-
patibility, including requirements for
adequate surface finish and cleanli-
ness, which may affect the degree of
compatibility. Performance character-
istics, including accuracy, reproducibil-
ity, and any limitations on the device's
tensile and grasp strength, should be
maintained at a generally accepted
satisfactory level and should be made
known to the user through special la-
beling. The Panel believes that gener-
al controls alone would not provide
sufficient control. over the perform-
ance characteristics of this device. Al-
though the device is an implant, the
Pane1believes that a performance
standard will provide reasonable assur-
ance of the safety and effectiveness of
the device and that there is sufficient

information to establish a standard to
provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with. the
device. In addition, the Panel found
further support for their recommenda-
tion in the medical literature. This lit-
erature includes a review of over 40
types of malleable, screw, and spring
clips (Ref. 1) in which 3 types of haz-
ards associated with the device are
cited. The main hazard noted Is tissue
damage due to a severing of the vessel
(Ref. 1) or the application of excess
pressure (Ref. 2). Both types of tissue
damage can result from poor mechani-
cal design. Slippage is another hazard
associated with poor mechanical
design and is especially prominent
with clips that are not grooved (Refs.
1 through 5). A third hazard Is ineffec-
tive occulsion of the vessel when the
pressure originally applied is reduced
because of material creep (stress relief
in a material due to plastic deforma-
tion occurring over a long period of
time). This hazard is associated most
frequently with plastic clips. Vascular
clips serve the same function as suture
or hemostatic clamps and apparently
are most valuable when used in rela-
tively inaccessible areas (Ref. 3).

5. Risks to health: (a) Tissue
damage: Damage to the vessel may
result because of poor mechanical
design of the device or tissue incom-
patibility of the materials used in the
device. (b) Bleeding from loss of occlu-
sion: The occlusion caused by the
device may become ineffective due to
material creep. (c) Bleeding due to clip
slippage: Slippage may result from
poor mechanical design of the device.

PROPOSED CLASSIICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the vascular clip be classi-
fied Into class I (performance stand-
ards). The Commissioner believes that
a performance standard is necessary
for this device because general con-
trols by themselves are insufficient to
control the risks to health. A perform-
ance standard would provide reason-
able assurance of the safety and effec-
tiveness of the device. The Commis-
sioner also believes that, although the
device is an implant, there Is sufficient
information to establish a standard to
provide reasonable assurance of the
safety and effectiveness of the device.

REFEmmcEs
The following information has been

placed in the office of the Hearing
Clerk (address above), and may be

seen by interested persons, from 9 a.
to 4 pm., Monday through Friday.

1. Pox. J. L.. "Vascular Clips for the Mi-
crosurgical Treatment of Stroke," Stroke,
7(5):489-500,1976.

2. Sugita. K. et al. "Comparative Study of
the Pressure of Various Aneurysm Clips"
Journal of Neurosurgery. 44(6),.723-727,
1076.

3. Parris. E. B.. "The Use of Hemostatic
Clips In General Surgery," American Jour-
nal of Proctology, 23(6):484-488. 1972.

4. Samuels. P. B. and J. T. Cincottl. "The
Use of Hemostatic Clips In Vascular Sur-
gery," Journal of Cardfovascuar- Surgery
(Torino). 9(2):150-153, 1968.

5. Drake. C. G. and T. J. Alcock, "Postop-
erative Anglography and the 'Slipped' Clp,"
Journal of Neurosurgery, 39:683-689, 1973.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
part 870 by adding new Subpart D and
new § 870.3250 as follow-s:

Subpart D--Cardiovascular Prosthetic Devices

§ 870.3250 Vascular clip.
(a) Identification. A vascular clip is

an implanted extravascular device de-
signed to occlude, by compression,
blood flow in small blood vessels.

(b) Cla.sification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration. Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal
Four copies of-all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found in
brackets In the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 am. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JosEPH P. Hzum

Associate Commissioner/or
Regulatory Affairs.

[R Doc. 7'9-6176 Filed 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Part 870]

[Docket No. 78N-14801

MEDICAL DEVICES

aassircatlon of Vena Cava Clips

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.
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SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying vena cava clips into class II
(performance standards). The FDA is
also publishing the recommendation
of the Cardiovascular Device Classifi-
cation Panel that the device be classi-
fled into class II. The effbct of classi-
fying a device into class II is to provide
for the future development of one or
more performance standards to assure
the safety and effectiveness of the
device. After considering public com-
ments, FDA will issue a final regula-
tion classifying the device. These ac-
tions are being taken. under the Medi-
cal Device Amendments of 1976.
DATE: Comments by May 8, 1979.

The Commissioner of Food and
Drugs proposes that the final regula-
tion based on this propbsal become ef-
fective -30 days after the date of its
publication in the FEDERAL REGISTM

ADDRESS: Written comments to the
Hearing. Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR I FURTHER INFORMATION
,CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HPK-450), Food
and Drug Administration, Depart-
ment of Health; Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

• PANEL RECOMMENDATION

A proposal elsewhere in this issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion'Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of vena cava clips:

1. Identification: A vena cava clip is
an implanted extravascular device de-
signed to occlude partially the vena
Cava for the purpose of inhibiting the
flow of thromboemboli through that
vesseL

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
medium priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the vena cava clip be classified
into class II because this implanted
device is neither life-supporting nor
life-sustaining, but is potentialy haz-
ardous to life or health even when
properly used. Materials used in the
device should meet a generally accept-
ed satisfactory level of tissue and
blood compatibility, including require-

ments for adequate surface finish and
cleanliness, which may affect the
degree of compatibility. Performance
characteristics, including accuracy, re-
producibility, and any limitations on
the device's tensile and grasp strength,
should be maintained at a generally
accepted satisfactory level and should
be made known to the user through
special labeling. The Panel believes
that general controls alone would not
provide sufficient control over the per-
formance characteristics of this
device. Although the device is an im-
plant, the Panel believes that a per-
formance standards will provide rea-
sonable assurance of the safety and ef-
fbctiveness of the device and that
thefe is sufficient information to es-.
tablish a standard to provide such as-
surance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device. In addition, the Panel found
further support for their recommenda-
tion in the medical literature. This
review included a comparison of the
four commonly used methods of vena
cava interruption: ligation (complete
occlusion), plication (narrowing by
suture techniques), intracaval filter-
ing, the clipping. The vena cava clip
has no blood-material interface. Be-
cause It is only partially occlusive It
causes less hemodynamic alteration
than does ligation (Refs. 2, 4 through
6, 8 through 11,' and 13). Tissue
damage, however, may result from
poor mechanical design. clips with
teeth on both jaws, for example, are
more likely to snag or tear the vena
cava or surrounding structures (Ref.
7). Also, large pressures produced in
the cava during coughing or sneezing
tend to dislodge a clip that does not
permit secure closure (Ref. 7). Finally,
ineffective occlusion can result as the
original pressure applied by a plastic
clip is reduced -by material creep
(stress relief due to plastic deforma-
tion of the material over a long time
period). While the percentage of em-
bolism recurrence varies from report
to. report, it is generally agreed that
these clips are at least as safe and ef-
fective as ligation, plication, or filter-
.ing (Refs. 1, 2, 6, 8, 9, 11, and 14).

5. Risks to health: (a) Tissue
damage: Damage to the vessel may
occur because of poor mechanical
design of the device or tissue incom-
-patibility of the materials used in the
device. (b) Recurrent thromboemboli:
Relaxation of the device due to mate-
rial creep can lead to recurrent pul-
monary thromboemboli, which can be
debilitating or fatal.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and Is pro-
posing that the vena cava clip be clas-
sified into class II (performance stand-
ards). The Commissioner believes that
a performance standard is necessary
for this device because general con-
trols by themselves are Insufficient to
control the risks to health. A perform-
ance standard would provide reason-
able assurance of the safety and effec-
tiveness of the device. The Commis-
sioner also believes that, although the
device is an Implant, there Is sufficient
ififormation to establish a standard to
provide reasonable assurance of the
safety and effectiveness of the device.

REFERENCES

The following information has been
placed in the office of the Hearing
Clerk (address above) and may be seen
by interested persons, from 9 a.m. to 4
p.m., Monday through Friday.

1. Taber, R. I., et al., "Prevention of Pul-
monary Emboll with a Vena Caval Clip,"
Journal of the American Medical Associ-
ation, 195(11):889-894, 1966.

2. Moretz, W. H., et al., "Partial OcclusIon
of the Inferior Vena Cava with a Smooth
Teflon Clip: Analysis of Long-Term Re-
suilts," Surgery, 71(5):710-719, 1972.

3. Mullick. S. C. and H. B. Wheeler, "Re-
current Pulmonary Emboll After Inferior
Vena Caval Clipping," American Journal of
Surgery, 119:746-748, 1970.

4. Neeley, R. and J.-R. Allenberg, "Acute
Cardiovascular Effects of Vena Cava Inter-
ruption: Ligation Versus Clip Compartmen.
tation with Cardiac Output and Flow Meas-
urements," Surgery, 66(4)'762-764. 1969.

5. Mandel, S. R., 0. Johnson, and J. I.
Capps, "Anglographic, Hemodynamic, and
Clinical Evaluation of Partial Occlusion of
the Inferior Vena Cava," Southern Medical
Journal, 64(6):647-652, 1971.

6. Miles, R. M., et al., "Long-Term Results
with the Serrated Teflon Vena Caval Clip in
the Prevention of Pulmonary Embolism,"
Annals of Surgery, 169(6):881-891, 1961

7. Bryant, M. F., "Prophylactic Clipping of
the Inferior Vena Cava." Journal of the
Medical Associatfon of Georgia, 62:105-107,
1973.

8. Miles, R. M. and P. W. Elsea, "Clinical
Evaluation of the Serrated Vena Caval Clip,
"Surgery, Gynecology and Obstetrics,
132(4):581-587, 1971.

9. Miles, R. M, "Prevention of Pulmonary
Embolism by the Use of a Plastlo Vena
Caval Clip," Annals of Surgery, 163(2):192-
198, 1966.

10. Silver, D. and D. C. Sablston, "The
Role of Vena Caval Interruption in the
Management of Pulmonary Embolism," Sur-
gery, 77(1):1-10, 1975.

11. Pollak. E. W., F. C. Sparks, and W. P.
Barker, "Inferior Vena Cava Interruption:
Indications and Results with Caval Ligation,
Clips and Intracaval Devices In 110 Cases."
Journal of Cardiovascular Surgery, 15:629-
635, 1974.

12. Gardner, A. M. N., "Partial Inferior
Vena Caval Occlusion Clip," Proceedings
Royal Society Medicine, 67(1), 1974.

13. Miyauchi, Y. and B. C. Paton, "Teflon
Serrated Clips for Prevention of Pulmonary
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Embolis," American Surgery, 32(9):609-614,
1966.

14. Hendricks. G. I. and W. T. Barnes,
"Experiences with the Clip: 100 Cases."
American Surgeon, 37(9):558-562, 1971.

Therefore under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes- to amend
Part 870 in Subpart D by adding new
§ 870.3260 as follows

§ 870.3260 Vena cava clip.
(a) Identification. A vena cava clip is

an implanted extravascular device de-
signed to occlude partially the vena
cava for the purpose of inhibiting the
flow of thromboemboli through -that
vessel.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.

JOSEPH P. HLE,
Associate Commissionerfor

Regulatory Affairs.
[FR Doe. 79-6177 Filed 3-8-79; 8:45 am]

[41 10-03-M]

(21 CFR Part 870]

[Docket No. 78N-1481]

MEDICAL DEVICES

Classification of Peripheral Arterial
Embolization Devices

AGENCY: Food and Drug Administra-
tion.
APTION. Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying peripheral arterial emboli-
zation devices into class III (i-remarket
approval). The FDA is also publishing
the recommendations of the Cardio-
vasculE- "Device Classification Panel
that the device be classified into class
III. The effect of classifying a device
-into class III is to provide for each
manufacturer of the device to submit
to FDA a premarket approval applica-

tion at a date to be set in a future reg-
ulation. Each application Includes in-
formation concerning safety and effec-
tiveness tests of the device. After con-
sidering public comments, FDA will
issue a final regulation classifying the
devicd. These actions are being taken
under the Medical Device Amend-
ments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL RmxsTrR.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration. Rm. 4-65, 5600
Fishers Lane, Rockvllle, MD 20857.
FOR FURTHER INFORMATION
CONTACT.

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTRAY INFORMATION:

PANEL RcolgEZOsr TrON

A proposal elsewhere in this issue of
the FEDERAL RzirsTa provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of peripheral arterial embolization de-

.vices:
1. Identification: A peripheral arteri-

al embolization device is an intravascu-
lar implant used to occlude certain ar-
teries to halt blood flow In arteries
supplying certain types of abdominal
tumors (e.g., nephroma, hepatoma) or
to control internal hemorrhage.

2. Recommended classification: Class
III (premarket approval). The Panel
recommends that premarket approval
of this device be a low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the peripheral arterial emboliza-
tion device be classified into class MI
because the Panel believes that pre-
market approval is necessary to assure
the safety and effectiveness of this
device and because the device is an Im-
plant that presents a potential unrea-
sonable risk of illness or injury. If the
device falls to halt blood flow when
used to control Internal hemorrhag-
ing, the resulting continued bleeding
can be debilitating or fatal. Migration
of the device can lead to halting the
blood supply to healthy tissue. The
Panel believes that a performance
standard would not provide reasonable
assurance of the safety and effective-
ness of the device and, moreover, that

there is Insufficient information to es-
tablish a standard to provide such as-
surance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
devic6 and on their personal knowl-
edge of. and experience with, the
device.

5. Risks to health: (a) Thromboem-
bolism: Inadequate blood compatibil-
ity of the materials used in this device
and inadequate surface finish and
cleanliness can lead to potentially de-
bilitating or fatal thromboembolL (b)
Inadvertent embolization and infarc-
tion: If the design of the device makes
proper positioning difficult, erroneous
placement or migration could occur
and cause apotentially debilitating in-
farction of healthy tissue. (c) Vessel
perforation: If the surface of the
device is rough or sharp, or if the
device causes excessive inflammation.
vessel perforation may result. (d) Pro-
gressive granulomatous inflammation:
The materials used in the device or
the mechanical design of the device
can lead to progressive granulomatous
inflammation (localized tissue re-
sponse characterized by a tumor-like
mass). (e) Infection: By design, the
device could have obscured areas of
contamination, making sterilization
difficult and possibly leading to infec-
tions.

PROPOSED CLASSMFZCATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the peripheral arterial em-
bolization device be classified into
class III (premarket approval). he
Commissioner believes the device is
purported or represented to be for a
use in treatment of tumors and con-
trol of internal hemorrhage, which is
of substantial importance in prevent-
ing impairment of human health. The
device Is intended to be implanted into
the human body. The Commissioner
believes the device presents a potential
unreasonable risk of illness or injury
because the device may inadvertently
halt blood flow to a normal, healthy
section of tissue. The Federal Food,
Drug, and Cosmetid Act requires the
Commissioner to classify an implant
into class III unless the Commissioner
determines that premarket approval is
not necessary to provide reasonable as-
surance of the- device's safety and ef-
fectiveness. In this case, the Coinmis-
sloner has determined that premarket
approval is necessary. The Commis-
sioner believes that insufficient infor-
mation exists to determine that gener-
al controls will provide reasonable as-
surance of the safety and effectiveness
of the device ana that insufficient in-
formation exists to establish a per-
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formance standard* to provide this as-
surance.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart D by adding new
§ 870.3300 as follows:

§ 870.3300 Peripheral arterial emboliza-
tion device.

(a) Identification. A jeripheral arte-
rial embolization device is an intravas-
cular implant used to occlude certain
arteries to halt blood flow in arteries
supplying certain types of abdominal
tumors (e.g., nephroma, hepatoma) or
to control internal hemorrhage.

(b) Classification. Class III (premar-
ket approval).

Interested persons may on or before
Way 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration; Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JosEPH P. HIIE,

Associate Commissioner for
Regulatory Affairs.

[FR Doc. 79-6178 Filed 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Part 870]

[Docket No. 78N-1482]

MEDICAL DEVICES

Classification of Cardiovascular Intravascular
Filters

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad,
ministration (WDA) is issuing for
public comment a proposed regulation
classifying cardiovascular intravascu-
lar filters into class III (premarket ap-
proval). The FDA is also publishing
the recommendation of the Cardiovas-
cular Device Classification Panel that
the device be classified into class IIL
The effect of classifying a device into
class III is to provide for each manu-
facturer of the device to submit to
FDA a premarket appioval application
at a date to be set in a future regula-

tion. Each application includes infor-
mation concerning safety and effec-
tiveness tests of the device. After con-
sidering public comments, FDA will
issue a. final regulation classifying the
device. These actions are being taken
under the Medical Device Amend-
ments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.

FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION

A proposal elsewhere in this issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of cardiovascular intravascul6.r filters:

1. Identification: An intravascular
filter is an implant that is placed in
the inferior vena cava for the purpose
of preventing pulmonary thromboem-
boll (blood clots generated in the
lower limbs and broken loose into the
bloodstream) from flowing into the
right side of the heart and the pul-
monary circulation.

2. Recommended classification: Class
III (premarket approval). The Panel
recommends that premarket approval
of this device be a high priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that cardiovascular intravascular fil-
ters be classified into class III because
the device is an implant used for a life:
sustaining purpose.- The materials
used in the device and its design
should minimize thromboembolic com-
plications and the tendency to perfo-
rate the vena cava. The device should
allow as much venous blood to return
to the right heart as possible. The
Panel believes that general controls
alone would nbt provide sufficient con-
trol over the performance characteris-
tics of this device. The Panel also be-
lieves -that a performance standard
would not provide reasonable assur-
ance of the safety and effectiveness of
the device and, moreover, that there is

not sufficient information to establish
a standard to provide such assurance,
The Panel believes that premarket ap-
proval is necessary to assure the safety
and effectiveness of this device.

4. Summary of data on which the
recommendation Is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device, their personal knowledge of,
and experience with, the device, and
the fact that the device Is an implant
used for a life-sustaining purpose.

5. Risks to health: (a) Thromboem-
bolism: Inadequate blood compatibil-
ity of the materials used In this device
and inadequate surface finish and
cleanliness may lead to potentially de-
bilitating or fatal thromboeniboll. (b)
Vena cava perforation: Improper
design of the mechanical fixation of
the device to the vein can cause perfo-
ration of the vena cava. (c) Decreased
blood flow to the right heart: The he-
modynamic design of the device is as-
sociated with the possibility of a seri-
ous reduction In the amount of blood
return to the right heart.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the cardiovascular intra-
vascular filters be classified Into class
III (premarket approval). The Com-
missioner believes the device is pur-
ported or represented to be for a use
(prevention of pulmonary thromboem-
boll) in supporting or sustaining
human life. The device Is Intended to
be implanted into the human body.
The Federal Food, Drug, and Cosmetic
Act requires the Commissioner to clas-
sify an implant or a life-supporting or
life-sustaining device Into class III
unless the Commissioner determines
that premarket approval is not neces-
sary to provide reasonable assurance
of the device's .safety and effective-
ness. In this case, the Commissioner
has determined that premarket ap-
proval is necessary. The Commissioner
believes that insufficient Information
exists to determine that general con-
trols will provide reasonable assurance
of the safety and effectiveness of the
device and that insufficient Informa-
tion exists to establish a performance
standard to provide this assurance,

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart D by adding new
§ 870.3375 as follows:

§ 870.3375 Cardiovascular Intravascular
filter.

(a) Identfficatioft. An Intravascular
filter is an implant that is placed In
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the inferior vena cava for the purpose
of preventing pulmonary thromboem-
boll (blood clots generated in the
lower limbs and broken loose into the
blood stream) from flowing -into the
right side of the heart and the pul-
monary circulation.

(b) Classificatiom Class Tf (premar-
ket approval).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, RL 4-65, 5600 Fishers
Lane, Rockville, MID 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.

JOSEP P. RILE,
Associate Commissionerfor

Regulatory Affairs.
[FR Do. 79-6179 Filed 3-8-79; 8:45 am]

[41 10-03-M]

[21 CFR Part 870]

[Docket No. 78N-1483]

MEDICAL DEVICES

Classification of Vascular Graft Prostheses of
Less Than 6 Millimeters in Diameter

AGENCY. Food and Drug Administra-
tion.

ACTION: Proposed Rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public coniment a proposed regulation
classifying vascular graft prostheses of
less than 6 millimeters (mm) diameter
into class III (premarket approval).
The FDA is also publishing the recom-
mendations of the Cardiovascular
Device Classification Panel and the
General and Plastic Surgery Device
Classification Panel that the device be
classified into class III. The effect of
plassifying a device into class III is to
provide for each manufacturer of the
device to submit to FDA a premarket
approval application at a date to be set
in a future regulation. Each applica-
tion includes information concerning
safety and effectiveness tests of the
device. After considering public com-
ments, FDA will issue a final regula-
tion classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of 1976.

DATES: Comments by.May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation

PROPOSED RULES

based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER,
ADDRESS: Written comments to the
Hearing Clerk (HFA-305). Food and
Drug Administration, Rm. 4-65. 5600
Fishers Lane, Rockville, M1D 20857.
FOR FURTHER INFORMATION
CONTACT'

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave.. Silver
Spring, MD 20910. 301-427-7559.

SUPPLEM NTARY INFORMATION:

PANEL RECOrZmENDATIOn

A proposal elsewhere in this issue of
the FEDERAL REGISTER provides back-
ground information concerning the del
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel and the General and Plas-
tic Surgery Device Classification
Panel, FDA advisory committees,
made the following recommendations
with respect to the classification of
vascular graft prostheses of less than 6
mm diameter

1. Identification: A vascular graft
prosthesis of less than 6 millimeters
(mrm) diameter is a device used to re-
place sections of small arteries. These
grafts are commonly constructed of
woven or knitted materials such as
Dacron and Teflon.-

2. Recommended classification: Class
III (premarket approval). The Panels
recommend that premarket approval
of this device be a high priority.

3. Summary of reasons for recom-
mendation: The Panels recommend
that -vascular graft prostheses of less
than 6 mm in diameter be classified
into class I because the device is Im-
planted and is life-sustaining. The
Panels believe that artificial grafts of
less thn 6 mm diameter have not per-
formed as well as the alternatives of
endarterectomy and autogenous vein
grafting. The reasons for this poorer
performance are-not known. Material
or mechanical properties can have a
substantial effect upon the behavior
of the device, but until data exist
showing safety and efficacy related to
physical, chemical, and material prop-
erties, clinical trials are necessary to
establish the safety and effectiveness
of the device. The Panels believe that
general controls alone would not pro-
vide sufficient control over the per-
formance characteristics of this
device. The Panels do no believe that
sufficient scientific and medical data
exist to establish standards to assure
the safety and efficacy of this im-
planted device.

4. Summary of data on which the
recommendation is based: The mem-
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bers of the Panels based their recom-
mendtlons on the potential hazards as-
sociated with the inherent properties
of the device and on their personal
knowledge of. and experience with.
the device. In addition, the Panels
found further support for their recom-
mendations in the medical literature.
The following complications were
cited In the literature reviewed by the
Panels. thromboembolic complications
(Refs. 1 through 6); failure to heal
properly, including insufficient or ex-
cessive tissue ingrowth resulting in
failure to incorporate the graft in the
neointima CRefs. 2. 4, and 61 and sten-
osis (Refs. 7, 8): material or mechani-
cal failures (Refs. 4, 5, 9, and 10); he-
molysis (Ref. 14): sarcoma (ReL 15);
late infection (Ref. 16); and aneurysms
and dilation of the prosthesis or "false
aneurysm" (Refs. 2, 4, 9. and 19). Ma-
teral and mechanical failures include
kinking (efs. 4 and 5) and dilation
(Refs. 2. 4, 9, and 19). Because of loss
of tensile strength, use of nylon mate-
rials was abandoned (Refs. 5 and 10).
Blood compatibility of the materials
has always been a problem, because no
truly blood-compatible artificial mate-
rial has been discovered. Thrombogen-
lity of the materials should be re-
duced to a minimum. However, there
is no present agreement on the most
effective means to achieve this. For
example, Guldoin (Ref. 20) cited con-
flicting reports on the thrombogeni-
city of Dacron used in vascular graft
prosthesis. Szilagyi et a. (Ref. 2) re-
ported late patency of 15 percent for
artificial grafts in the femoralpopliteal
position, while endarterectomy and
autogenous vein grafts had late paten-
cdes of 90 percent and 80 percent, re-
spectively. Some more recent experi-
mental projects have shown promise
for increased safety and efficacy in
small artery and venous applications.
These include the use of electrically
conductive materials (Ref. 7), heparin-
ization (Ref. 21), biological prepara-
tions of artificial grafts (Ref. 1), and
expanded polytetrafluoroethylene
(Refs. 17 and 18). Despite this prog-
ress. premarket approval is warranted
for this device because clinical trials
are still needed to establish safety and
efficacy.

5. Risks to health: (a) Clot forma-
tion: Material incompatibility with the
blood can lead to clot formation. (b)
Ripping of the graft: An improper
design of the graft stitch can cause
ipping of the graft when punctured
%rith a surgical needle. (c) Dilatation:
Dilatation can result from insufficient
physical strength of the material or
from improper design of the weave or
knit pattern of the graft (d) Blood
seepage or leakage: Inadequate pre-
clotting of the graft can cause seepage
or leakage of blood through the graft
wall.
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- The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the vascular graft prosthe-
sis of less than 6 mm diameter be clas-
sified into class III (premarket approv-
al). The Commissioner believes the
device is purported or represented to
be for a use (artery replacement) in
supporting or sustaining human life.
The device is intended to be implanted
into the human body. The Federal
Food, Drug, and Cosmetic Act requires
.the Commissioner to classify an-im-
plant or a life supporting or life sus-
taining device into class III unless the
Commissioner determines that. pre-
market approval is not necessary to
proyide reasonable assurance of the
device's safety and effectiveness. In
this case, the Commissioner has deter-
mined that premarket approval is nec-
essary. The Commissioner believes
that insufficient information exists to
determine that general controls will
provide reasonable assurance of the
safety and effectiveness of the device
and that insufficient information
exists to establish a performance'
standard to provide this assurance. Be-
cause It is used solely in cardiovascular
surgery, this device will be listed in
the Code of Federal Regulations
under cardiovascular devices.
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p.m., Monday through Friday.

-1. Hansen, 0. K., 0. Kraft, C. Mouritzen,
"Biologic and Semiblologic Vascular
Grafts," Surgery, Gynecology, and Obstet-
rics, 138:940-944, 1974.

2. Szilagyi, D. E., R. F. Smith, J. P. Elliot,
and H. M. Allen, "Long-Term Behavior of a
Dacron Arterial Substitute," Annals of Sur-
gery, 162(3):453-477, 1965.

3. Berger, S. and E. W. Sa]zman, "Throm-
-boembolic Complications of Prosthetic De-
vices," Progress in Hemostasis and Throm-
bosis, 2:273-309, 1974.

4. Hallin, R. W., "Complications with the
Mandril-Grown (Sparks) Dacron Arterial
Graft," American Surgeon, 41(9):550-554,
1975.

5. Szflagyl, D. E., J. R. Pfeifer, and F. J.
DeRusso, "Long-Term Evaluation of Plastic
Arterial Substitutes: An Experimental
Study," Surgery, 55(1):165-183, 1964.

6. Sauvage, L. R., "The Future of Porous-
Fabric Arterial Prostheses," Annals of 2ho-
r acic Surgery, 19:333-335, 1975.

7. Miller, B. G., K. A. Dyer, B. C. Taylor,
J. I. Wright, and W. V. Sharp, "Electrical
Conductivity: Effect on Intravascular Per-
formance of Foams, Velour, Flock and
Fabric," Transactions of the American Soci-
ety for Artificial Internal Organs, 20:91-100,
1974.

8. Weinstein. G., A. J. Franzone, S. H.
Stertzer, and W. Walsh, "Subvalvular Sten-
osis of Aortic Prostheses," Journal'of Tho-
racic and Cardiovascular Surgery. 68:17-20,
1974

PROPOSED RULES

9. Ottinger, L. W., R. C. Darling, R. S.
Wuithln, and R. R. Linton, "Failure of Ul-
tralightweight Knitted Dacron Grafts in Ar-
terial Reconstruction," Archives of Surgery,
111:146-149, 1976.

10. Lindenauer, S. M., T. R. Weber, T. A.
Miller, S. R. Ramsbaugh, C. A. Salles, S. P.
Kahn, and R. W. WoJtalk, "The Use of
Velour as a Vascular Prosthesis," Biomedi-
cal Engineering, 11(9):301-306, 1976.

11. Deterling, R. A., "Editorial: Failure of
Dacron Arterial -Prostheses," Archives of
Surgery, 108:113; 1974.

12. Cooke, P. A.. P. A. Nobls, and-R. J.
Stoney. "Dacron Aortic Graft Failure," Ar-
chives of Surgery, 108:101-103, 1974.

13. Hayward, R. H. and F. L. Korompal,
"Degeneration of Knitted Dacron Grafts,"
Surgery, 79(5):581-583, 1976.

14. Singh, A., E. A. Letsky, and J. Stark,
"Hemolysis Following Correction of Double-
Outlet Right Ventricle," Journal of Thora-
cis and Cardiovascular Surgery, 71(2):226-.229, 1976.

15. O'Connell, T. X., H. J. Fee, and A.
Golding, "Sarcoma Associated with Dacron
Prosthetic Material," Journal of Thoracic
and Cardiovascular Surgery, 72(1):94-96,
1976.

16. Thompson, J., T. Dirksen, M. Nube,
and A. G. Brom, "Prosthesis Endocarditis,"
Journal of Thoracic and Cardiovascular
Surgery, 72(1):28-32, 1976.

17. Florian, A., L. H. Cohn, G. J. Dammin,
and J. J. Collins, "Small Vessel Replace-
ment with Gore-tex (Expanded Poly-
tetrafluoroethylene)," Archives of Surgery,
111:267-270 1976.

18. Campbell, C. D., D. Goldfarba, D. D:
Detton, R. Roe, K. Goldsmith, and E. B
Diethrich, "Expanded Polytetrafluoro-
ethylene as a Small Artery Substitute,"
Transactions of the American Society for Ar-
tifical Internal Organs, 20:86-90, 1974.,

19. Read, R. C.. "Uninfected Anastomotic
False Aneurysms Following Arterial Recon-
structuring with Prosthetic Grafts," Jour-
nal of Cardiovascular Surgery, 16:558-561,
1975.

20. Guidoin, R. G., J. A. Awad, C. Gosse-
lin, C. Rouleau, and 0. H. Haggis, "Preclot-
ting and Thrombosis of a Dacron Prosthe-
sis: A Scanning Electron Microscope Study,"
Biomaterials, Medical Devices,- and Artifi-
cial Organs, 3(3):365-382, 1975.

21. Leininger, R. L, J. P. Crowley, R. D.
Falb, and G. A. Grode, "Three Years' Expe--
rience in vivo and in vitro with Surfaces and
Devices Treated by the Heparn Complex
Method," Transactions of the American So-
ciety for Artificial Internal Orgazs, 18:312-
315, 1972.

Therefore, under the Federal Food,
Drug, and Cosmetic. Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart D by adding new
§ 870.3450 as follows:
§.870.3450 Vascular graft prosthesis of

less than 6 millimeters in diameter.
(a) Identification. A vascular graft

prosthesis of less than 6 millimeters
(mm) diameter is a device used to re-
place sections of small arteries. These
grafts are commonly constructed of

woven or knitted materials such as
Dacron and Teflon.

(b) Classification. Class III (permar-
ket approval).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JosE'H P. HzLE,

Associate Commissioner for
Regulatory Affairs.

[FR Doc. 79-6180 Filed 3-8-79, 8:45 aml

[4110-03-M].

[21 CFR Part 870]

(Docket No. 78N-1484]

MEDICAL DEVICES

Classification of Vascular Graft Prostheses of 6
Millimeters and Greater Diameter

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is Issuing for
public comment a proposed regulation
classifyng vascular graft prostheses of
6 millimeters (mm) and greater diame-
ter into class II (performance stand-
ards). The FDA is also publishing the
recommendations of the Cardiovascu-
lar Device Classification Panel and the
General and Plastic Surgery Device
Classification Panel that the device be
classified into class II. The effect of
classifying a device Into class II is to
provide for the future development of
one or more performance standards to
assure the safety and effectivnness of
the device. After considering public
comments, FDA will Issue a final regu-
lation classifying the device, These.ac-
tions are being taken under the Medi-
cal Device Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec,
tive 30 days after the date of its publi-
cation in the FEDERAL REoISTEm.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm, 4-65, 5600
Fishers Lane, Rockville, MD 20857,
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FOR FURTHER INFORMATION
CONTACT.

Glenn A. Rahmoeller, Bureau of
Medical Devices (KE'K-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANELm REcOmiENDATION

A proposal elsewhere in this issue of
,the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel and the General and Plas-
tic Surgery Device Classification
Panel, FDA advisory committees,
made the following recommendations
with respect to the classification of
vascular graft prostheses of 6 mm and
greater diameter.

1. Identification: A vascular graft
prosthesis of 6 millimeters (mm) and
greater diameter is a device used to re-
place sections of arteries. These grafts
are commonly constructed of woven-or
knitted materials such as Dacron and
Teflon.

2. Recommended classification: Class
II (performance standards). The
Panels recommend that establishing a
performance standard for this device
be a high priority.

3. Summary of reasons for recom-
nendation: Although the device is im-
planted and life sustaiping, the Panels
recommend that vascular graft pros-
theses of 6 mm and greater diameter
be classified into class II. Vascular
grafts of 6 mm and greater in diameter
perform as well as the alternatives of
endarterctomy or autogenous vein
grafts. Because of the tissue and blood
interfaces involved in the use of these
devices, the materials need to be con-
trolled by standards. In addition, the
device has characteristics, such as po-
rosity and tensile strength, that
should be maintained at a generally
accepted satisfactory level. The Panels
believe that general controls alone
would not provide sufficient control
over the performance characteristics
of this device. The Panels-believe that
a performance standard would provide
reasonable assurance of the safety and
effectiveness of this implanted device
and,. moreover, that there is sufficient
information to establish a standard to
provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommenda-
tions on the potential hazards associ-
ated with the inherent prdperties of
the device and on their personal
knowledge of, and experience with,
the device. In addition, the Panels
found further support for their recom-
mendations in the medical literature.

.In the literature reviewed by the
Panels, the following complications
were cited: thromboembolic complica-
tions (Refs. 1 through 6); failure to
heal properly, Including Insufficient or
excessive tissue ingrowth, resulting In
failure to incorporate graft In neon-
tima (Refs. 2, 4, and 6) and stenosis
(Refs. 7 and 8); material or mechanical
failures (Refs. 4, 5, and 9 through 13);
hemolysis (Ref. 14); sarcoma (Ref. 15);
late infection (Ref. 16); aneurysms and
dilation of the prostheses or "false an-
eurysm" (Refs. 2, 4, 9. and 19). Materi-
al and mechanical failures include
kinking (Refs. 4 and 5) and dilation
(Refs. 2, 4, 9, and 19). Loss of tensile
strength occurred with nylon materi-
als and caused them to be abandoned
(Refs. 5 and 10). Blood compatibility
of the materials has always been a
problem, because no truly blood-com-
patible artificial material has been dis-
covered. Yet, thrombogenlcity of the
materials used should be reduced to a
minimum- However, there is no pres-
ent agreement on the most effective
means to achieve this. For example,
Guldoin (Ref. 20) cited conflicting re-
ports on the thrombogenlcity of
Dacron used in vascular graft prosthe-
ses. for materials now used, it appears
that artificial grafts of 6 mm and
greater in diameter compare favorably
with alternative forms of vascular re-
placement. In 1965, Szllagyl (Ref. 2)
reported late patency of 85 percent for
artificial grafts in the aortoillac posi-
tion, while endarterectomy and auto-
genous vein grafts had late patencles
of 90 percent and 80 percent, respec-
tively.

5. Risks to health: (a) Clot forma-
tion: Material incompatibility with the
blood can lead to clot formation. (b)
Ripping of the graft: An Improper
design of the graft stitch can cause
ripping of the graft when punctured
with a surgical needle. (c) Dilatation:
dilatation can result from Insufficient
physical.strength of the material or
from Improper design of the weave or
knit pattern of the graft. (d) Blood
seepage or leakage: Inadequate pre-
clotting of the graft can cause seepage
or leakage of blood through the graft

'wall.

PROPOSED CLASSFxCATION

The Commissioner agrees with the
Panels' recommendations and Is pro-
posing that the vascular graft prosthe-
sis of 6 mm and greater diameter be
classified into class 11 (performance
standards). The Commissioner believes
that a performance standard Is neces-
sary for this device because general
controls by themselves are Insufficient
to control the risks to health. A per-
formance standard would provide rea-
sonable assurance of the safety and ef-
fectiveness of the device. The Commis-
sioner also believes that, although the

device is an implant, there is sufficient
information to establish a standard to
provide reasonable assurance of the
safety and effectiveness of the device.
Because the device is used solely in
cardiovascular surgery, this device will
be listed in the Code of Federal Regu-
lations under cardiovascular devices.
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Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart D by adding new
§ 870.3460 as follows:
§ 870.3460 Vascular graft prostheses of. 6

millimeters and greater diameter.
(a) Identification. A vascular graft

prosthesis of 6 millimeters (mm) and
greater .diameter is -a device used to re-
place sections of arteries. These Igrafts
are commonly constructed of woven or
knitted materials such as Dacron and
Teflon.

(b) Classification. Class II (perform-
ance standards).

-Interested persons may, on or before,
May 8, 1979, submit to the Hearing
Clerk (HPA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments 'regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
- JOSEPH P. HmLE,

Associate Commissionerfor
Regulatory Affairs.

CFR Doc. 79-6181 Filed 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Parf870]

[Docket No. 78N-1485]

MEDICAL DEVICES

Classification of Intracardiac Patches and Pled-
gets Made of Polypropylene, Teflon, or
Dacron

AGEN.CY: Food and Drug Administra-
tion.
ACTION: Proposed rule.
SUMMARY:-The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying intracardiac patches and
pledgets made 'of polypropylene,
Teflon, or Dacron' into class II (per-
formance standards). The FDA is also
publishing the recommendation of the
Cardiovascular Device Classification
Panel that the device be classified into
.class II. The effect of classifying a
device into class II is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments,
FDA will issue a final regulation clas-
sifying the device. These -actions are
being taken under the Medical Device
Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date -of its publi-
cation in the FEDERAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
-CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical -Devices, (FK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:
PANEL RECOMMENDATION

A proposal elsewhere in this issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of intracardiac patches and pledgets
made of polypropylene, Teflon, and
Dacron:

1. Identification: An intracardiac
patch, or pledget made of polypropy-
lene, Teflon, or Dacron is a fabric
device placed in the heart that is used
to repair septal defects, to patch graft-

ing, to repair tissue, and to buttress
sutures.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
high priority.

3. Summary of reasons for recom-
mendation: Although the device Is Im.
planted, the Panel recommends that
intracardiac patches and pledgets
-made of polypropylene, Teflon, or
Dacron be classified into class IL Ma-
terials used in the device should meet
a generally accepted satisfactory level
of tissue and blood compatibility, In-
cluding requirements for adequate sur-
face finish and cleanliness, which may
affect the degree of compatibility, Per-
formance characteristics, including
properties such as porosity and tensile
strength, should be maintianed at a

* generally accepted satisfactory level
and should be made known to the user
through special labeling. The Panel
believes that general controls alone
wbuld not provide sufficient control
over the performance characteristics
of this implanted device. Although the
device is an implant, the Panel be-
lieves that a performance standard
will provide reasonable assurance of
the safety and effectiveness of the
device and that there is sufficient In-
formation to establish a standard to
provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device. In addition, the Panel found
further support for their recommenda-
tion in the medical literature. The fol-
lowing complications associated with
this device are cited in the literature
reviewed by the Panel: thromboembo-
lism (Refs. 1 through 6); material or
mechanical failure (Refs. 4, 5, and I
through 11); hemolysis (Ref. 12); sar-
coma (Ref. 13); and late infection
(Ref. 14). Improper healing, including
insufficient or excessive tissue in-
growth, is cited as a cause of patch or
pledget rejection (Refs. 2, 4, and 6).
Tissue reactions, such as inflamma-
tion, are common. However, patch or
pledget rejection is rare (Ref. 15). Be-
cause nylon patches and pledgets
caused loss of tensile strength, the use

.of nylon was abandoned (Refs. 5, 8,
and.15). Thrombogenicity of the mate-
rials should be reduced to a minimum.
However, all artificial materials are as-
sociated with some degree of blood in-
compatibility, and there is no agree-
ment on the most effective means of
reducing thrombogenicity. Guidoin
(Ref. 16), for example, cites conflicting
reports on the thrombogenicity of the
Dacron used in different graft pros-
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theses. For the materials now in use, it
appears that artificial patches and
pledgets perform as well as -the alter-
native of autogenous tissue grafts.

5. Risks to health: (a) Thromboem-
bolism: Inadequate blood compatibil-
ity of the materials used in this device
and inadequate surface finish and
cleanliness may lead to potentially de-
bilitating or fatal thromboemboli. (b)
Tissue and blood damage: If the mate-
rials, surface finish, or cleanliness of
this device are inadequate, damage to
the blood and tissue may result.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that intracardiac patches and
pledgets made of polypropylene,
Teflon, or Dacron be classified into
class 1I (performance standards). The
Commissioner believes that a perform-
ance standard is necessary for this
device because general controls by
themselves are insufficient to control
the risks to health. A performance
standard would provide reasonable as-
surance of the safety and effectiveness
of the device. The Commissioner also
believes that, although the device is
an implant, there is sufficient infor-
mation to establish a standard to pro-
vide reasonable assurance of the
safety and effectiveness of the device.

The following information has been
placed in the office of the Hearing
Clerk (address above) and may be seen
by interested persons, from 9 a.m. to 4
p.m., Monday through Friday.

1. Hansen, C. k.. 0. Xraft, and C. Mourit-
zen "Biologic and Semibiologic Vascular
Grafts," Surgery, Gynecology, and Obstet-
rimn 138:940-944, 1974.

2. Szilagyi, D. E., R. F. Smith.,J. P. Elliot,
and H: M. Allen, "Long-Term Behavior of a
Dacron Arterial Substitute," Annals of Sur-
gery, 162(3):453-477, 1965.

3. Berger, S. and E. W. Sasman, "Throm.
boembolic Complications of Prosthetic De-
vices." Progress in Hemostasis and Throm.
bosis, 2:273-309, 1974.

4. Hallin, R. W., "Complications with the
Mandril-Grown (Sparks) Dacron Arterial
Graft." American Surgeon, 41(9):550-554,
1975.

5. Szilagyi, D. E., J. R. Pfeifer, and F. .
DeRusso, "Long-Term Evaluation of Plastic
Arterial Substitutes: An Experimental
Study." Surgery, 55(l):165-183. 1964.

6. Sauvage, L. R.. "The Future of Porous-
Fabric Arterial Prostheses." Annals of 27zo-
racic Surgery, 19:333-335. 1975.

7. Ottinger, L. W., R. C. Darling, R. S.
Wuithlin, and R. R. Linton, "Failure of Ul-
tralightweight Knitted Dacron Grafts In Ar-
terial Reconstruction," Archibes of Surgery,
111:146-149, 1976.

8. Lindenauer, S. M., T. H. Weber, T. A.
Miller, S. R. Ramsbaugh, C. A. Salles, S. P.
Kahn, and R. S. WoJtallk. "The Use of
Velour as a Vascular Prosthesis," Biomedi-
cal Engineering, 11(9):301-306, 1976.

9. Deterlng. K. A., "Edlitorial: Failure of
Dacron Arterial Prostheses." Archfres of
Surge", 108:13, 1974.

10. Cooke, P. A., P. A. NobLs, and R. J.
Stoney, "Dacron Aortic Graft Failure," Ar-
chives of Surgery, 108:101-103, 1974.

11. Hayward. R. H. and F. L. Norompal,
"Degeneration of Knitted Dacron Grafts,"
Surgery, 79(5):581-583, 1976.

12. Singh. A.. E. A. Letsky. and J. Stark.
"Hemolysis Following Correction of Double-
Outlet Right Ventricle," Journal of 27orac.
ic and Cardiovascular Surgery, 71(2).226-
229, 1976.

13. O'Connell, T. X., H. J. Fee. and A.
Golding. "Saroma Associated with Dacron
Prosthetic Material," Journal of Thoracic
and Cardiovascular Surgery, 72(1):94-96,
1976.

14. Thompson, J., T. Dlrksen. M Nube.
and A. G. Brom. "Prosthesis Endocarditis."
Journal of Thoracic and Cardiovascular
Surgery, 72(l):28-32, 1976.

15. Transcript of Proceedings-Food and
Drug Administration. Cardiovascular Device
Panel Meeting, Washington, DC. Oct. 18,
1976, p. 166.

16. Guldoin, R. G.. J. A. Awad. C. Gosse-
lin, C. Rouleau, and G. H. Haggis, "Preclot-
ting and Thrombosis of a Dacron Prosthe-
sis: A Scanning Electron Microscope Study,"
Biomateiials, Medical Device, and Artift-
cial Organs, 3(3):365-382, 1975.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,.
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart D by adding new
§ 870.3470 as follows:

§870.3470 Intracardlac patch and pledget
made of polypropylene, Teflon, or
Dacron.

(a) Identfication. An intracardiac
patch or pledget made of polypropy-
lene, Teflon, or Dacron Is a fabric
device placed in the heart that is used
to repair septal defects, to patch graft-
ing, to repair tissue, and to buttress
sutures.

(b) Classticatioi. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville. MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that Individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found In
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated. February 26, 1979.
JosEPH P. HMEu

Associate Commissionerfor
Regulatory Affair.

EFR Doc. 79-4182 Filed 3-8-79; 8:45 am]

[4110-03-M]

[21 CIR Part 870]

[Docket No. 78N-148T

MEDICAL DEVICES

Classification of Intra-Aortic Balloon and
Control Systems

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying the intra.aortic balloon and
control system into class III (premar-
ket approval). The FDA is also pub-
lishing the recommendation of the
Cardiovascular Device Classification
Panel that the device be classified into
class III. The effect of classifying, a
device Into class m is to provide for
each manufacturer of the device to
submit to FDA a premarket approval
application at a date to be set in a
future regulation. Each application in-
cludes Information concerning safety
and effectiveness tests of the device.
After considering public comments,
FDA will issue a final regulation clas-
sifying the device. These actions are
being taken under the Medical Device
Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGLssrxa
ADDRESS: Written comments to the
Hearing Clerk (HFA-305) Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
'FOR FURTHER INFORMATION
CONTACT.

Glenn A. Rahmoeller, Bureau of
Medical Devices (FK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PAzL RECOMMENDATION

A proposal elsewhere in this issue of
the FEDERAL REGsT'm provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel. and FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
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of intra-aortc balloon and control sys-
tems:

1. Identification: An intra-aortic bal-
loon and control system is a device
that consists of an inflatable balloon,
which is placed In the aorta to' im-
prove cardiovascular functioning
during certain lfe-thrqatening emer-
gencies, and a control system for regu-
lating the inflation and deflation of
the balloon. The control system,
which monitors and is synchronized
with the electrocardiogram (ECG),
provides a means for setting the infla-
tion and deflation of the balloon with
the cardiac cycle.

2. Recommended classification: Class
III (premarket approval). The Panel
recommends that premarket approval
of this device be ahigh priority.

3. Summary of reasons for recom-
mendation: The Panel, recommends
that the intra-aortic balloon and con-
trol system be classified into class III
because the device is life-supporting,
and because the Panel believes that
there is Insufficient medical and scien-
tific information to establish a stand-
ard to assure the safety and effective-
ness of the device. The Panel stated
that controversy exists as to whether
the device is even beneficial in many
situations in which it is used, and that
it is difficult to use the device safely
and effectively. The Panel believes
that accurate and precise labeling and
directions for use are especially criti-
caL The Panel is concerned that the
various components of 'the device
would not function properly if its mod-
ular components were poorly matched.
The balloon of the device is use within
the main artery of intensive care pa-
tients to aid the heart in pumping
blood throughout the body. Because
this portion of the device is in contact
with internal tissues aind blood, the
materials used with it require special
controls. Because the device is typical-
ly electrically powered and portions of
the device may be in direct contact
with the heart, the electrical charac-
teristics of this device, e.g., electrical
leakage current, need to meet certain
requirements. If the design of the
device is inadequate for accurate and
precise blood pumping, a resulting fail-
ure could lead to death.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device. -

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiologyi of
the heart, leading to the onset. of car-
diac arrhythmias. Electrical leakage
current can also cause electrical shock

PROPOSED RULES

to a, physician during placement or use
of the balloon pump, and this may
lead" to iatrogenic complications. (b)
Ineffective cardiac assist: Failure to
sense or synchronize on heartbeat or
failure to inflate and deflate at the
proper intervals can lead to improper
or ineffective pumping of blood. (c)
Thromboembolism: Inadequate blood
compatibility of the materials used in
this device and inadequate surface
finish and cleanlinesss can lead to po-
tentially debilitating or fatal throm-
boemboll. (d) Aortic rupture of dissec-
'tion: Improper sizing or overinflation
of the balloon can cause a rupture in
the main artery. (e) Limb ischemia:
Improper operation of the device
which restricts blood flow to the pe-
ripheral vascular tree results in tissue
ischemia (deficiency of blood supply to
a portion of the body) in the limbs. f)
Gas embolism: Balloon rupture or a
leak in the balloon can cause poten-
tially debilitating or fatal gas emboli
to escape into the bloodstream. (g) He-
molysis: Poor material-blood compati-
bility or excessive disruption of the
normal hemodynamic flow patterns
can cause hemolysis (destruction of
red blood cells).

PROPOSED CLASSIFXCATION

- The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the intra-aortic balloon
and control system be classified into
class III (premarket approval). The
Commissioner believes the device 'is
purported or represented to be for a
use (maintaining blood Circulation
during certain types of heart failure)
in supporting or sustaining human
life. The Federal Food, Drug, and Cos-
metic Act requires the Commissioner
to classify a life-supporting or life-sus-
taining device into class I unless the
Commissioner determines that pre-
market approval is not necessary to.
provide reasonable asshrance of the
device's safety and effectiveness. In
this case, the Commissioner has deter-
mined that premarket approval is nec-
essary. The Commissioner believes
that insufficient information exists to
determine that general controls will
provide reasonable- assurance of the
safety and effectiveness of the device
and that insufficient information
exists to establish a performance
standard to provide this assurance.

Therefore, under the Federal Food,
Drug, and Cosmetic act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371 (a))) and under au-
thority delegated'to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart D by adding new
§ 807.3535 as follows:

§870.3535 Intra-aortic balloon and con.
trol system.

(a) Identification. An Intra-nortlc
balloon and control system is a device
that consists of an inflatable balloon,
which is placed in the aorta to im.
prove cardiovascular functioning
during certain life.threatening emer-
gencies, and a control system for regu-
lating the inflation and deflation of
the balloon. The control system,
which monitors and Is synchronized
with the electrocardiogram, provides a
means for setting the Inflation and do-.
flation of the balloon with the cardiac
cycle.

(b) Classification. Class III (premar-
ket approval).

Interested persons may, on or before
May 8, 1979, submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Room 4-65, 5600 Flshers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall bo
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated February 26, 1979.

JOSEPH P. HILE,
Associate Commissionerfor

Regulatory Affatrs.
11R Doe. 79-6183 Filed 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Part 870]

(Docket No. 78N-1488]

MEDICAL DEVICES

Classafaction of Ventricular Bypass (Assist)
Devices

AGENCY: Food and Drug Administra.
tion.

ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad.
ministration (FDA) is Issuing for
public comment a proposed regulation
classifying ventricular bypass (assist)
devices into class III (premarket ap.
proval). The FDA is also publishing
the recommendation of the Cardiovas-
cular Device (lassification Panel that
the device be classified into class III.
The effect of classifying a device Into
class III is to provide for each manu-
facturer of the device to submit to
FDA a premarket approval application
at a date to be set in a future regula-
tion. Each application includes infor-
mation concerning safety and effec-
tiveness tests of the device. After con-
sidering public comments, FDA will
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issue a final regulation classifying the
device. These actions are being taken
under the Medical Device Amend-
ments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Adminitration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT.

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMIMENDATION

A proposal elsewhere in this issue of
the FEDERAL REGIsTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, and FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of ventricular bypass (assist) devices:

1. Identification: A ventricular
bypass (assist) device is a device that
assists the left or right ventricle in
maintaining circulatory bVlood flow.
These devices are either totally or par-
tially implanted in the body.

2. Recommended classification: Class
I (premarket approval). The Panel

recommends that premarket approval
of this device be a low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the ventricular bypass (assist)
device be classified into class III be-
cause the device is an implant used in
a life-supporting situation. It is
powered by either a pneumatic, hy-
draulic, or electical source, and failure
of the power source can lead to death.
In addition, physical, chemical, and
biological properties of materials used
in the blood-contacting surfaces of the
device have not been fully established,
and there are divergent opinions about
these materials. At this time, the
device is primarily investigational. The
Panel, believes that general controls
alone would not provide sufficient con-
trol over the performance characteris-
tics of this device. The Panel also be-
lieves that -a performance standard
would not. provide reasonable assur-
ance of the safety and effectiveness of
the device and, moreover, that there is
not sufficient information to establish
a-standard to provide such'assurance.
For these- reasons, the. Panel believes

that premarket approval Is necessary
to assure the safety and effectiveness
of the device.

4. Summary of data on which the
recommendation Is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device, their personal knowledge of,
and experience with, the device, and
the experimental nature of the device.

5. Risks to health: (a) Thromboem-
bolism: Inadequate blood compatibil-
ity of the materials used in this device
and inadequate surface finish and
cleanliness can lead to potentially de-
blitating or fatal thromboemboll. (b)
Excessive hemolysis: Poor design of
the hemodynamic charactristics of the
device can lead to excess hemolysis. (c)
Inability to support life: Inaccurate
pressure or flow control or improper
synchronization can impede the abili-
ty of the device to support life. (d)
Cardiac arrhythinias or electrical
shock Excessive electrical leakage cur-
rent can disturb the normal electro-
physiology of the heart, leading to the
onset of cardiac arrhythmlas. Electrl-
cal leakage current can also cause elec-
trical shock to a physician during the
placement or use of the device, and
this can lead to latrogenlc complica-
tions. (e) Interference with other
organs: Because of Its size and the lo-
cation of its implantation, the device
may interfere with the functioning of
other organs. (f) Damage to blood ves-
sels: The mechanical design of the at-
tachnents Is associated with the possi-
bility of damage to blood vessels at at-
tachment points. (g) Inability to main-
tain long-term support* Low fatigue
life of the materials used, or poor
quality control in construction, can
lead to premature breakdown of 'the
device,

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and Is pro-
posing that the ventricular bypass
(assist) device be classified into class
III (premarket approval). The Com-
missioner notes the controversy sur-
rounding the development of the left
ventricular assist device, including dif-
fering philosophies among experts in
the field involving optimum materials,
hemodynamlc performance, and power
source. The Commissioner also cites
the work presented on December 12-
14, 1977, at the Devices and Technol-
ogy Branch Contractor's Conference
of the National Heart, Lung, and
Blood Intltute as indicative of the in-
vestigational nature of this device.
This document is on file in the office
of the Hearing Clerk, Food and Drug
Administration. The Commissioner be-
lieves'the device Is purported or repre-
sented to be for a use (maintaining cir-
culation in certain case of heart fail-

ure) in 'supporting or sustaining
human life. The device is intended to
be implanted in the human body. The
Federal Food, Drug, and Cosmetic Act
requires the Commissioner to classify
an implant or a life supporting or life
sustaining device into class III unless
the Commissioner determines that
premarket approval is not necessary to
provide reasonable assurance of the
safety and effectiveness of the device.
In this case, the Commissioner has de-
termined that premarket approval is
necessary. The Commissioner believes
that insufficient information exists to
determine that general controls will
provide reasonable assurance of the
safety and effectiveness of the device
and establish a.performance standard
to provide this assurance.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart D by adding new
§ 870.3545 as follows:

§ 870.3545 Ventricular bypass (assist) de-
vices.

(a) Identification. A ventricular
bypass (assist) device is a device that
assists the left or right ventricle in
maintaining circulatory blood flow.
These devices are either totally or par-
tialy implanted in the body.

(b) Classificatiom Class I (premar-
ket approval).

Interested persons may, on or before
May 8, 1979, submit to the Hearing
Clerk (HPA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit singe copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a-m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.

JOSEPH P. HuxE
Associate Commisionerfor

Regulatory Affai r

[FR Doc. 79-6184 Piled 3--79; 8:45 am]
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[4110703-M]

[21 CFR Part 870]

[Docket No. 78N-14893

MEDICAL DEVICES

Classification of External Pacenaker Pulse
Generators

AGENCY: Food and Drug Administr
tion.
ACTION: Proposed rule.

SUMMARY: The Food and Drug A
ministration (FDA) is. issuing. f
public comment a proposed regulatic
classifying external pacemaker pul
generators into class III (premark,
approval). The FDA is also publishii
the recommendation of the Cardiova
cular Device Classification Panel th
the device 'be classified into class U1
The effect of classifying a device in
class III is to provide for each man
facturer of the device to submit '

- FDA a premarket approval applicatic
at a date to be set in a future regul
tion. Each application includes infc
mation concerning safety and effe
tiveness tests of the device. After co
sidering public comments, FDA, w
Issue a final regulation classifying ti
device. These actions are being take
under the Medical Device Amen
ments of 1976.

DATE: Comments by May 8, 1979. .Tl
Commissioner of Food and Drugs pr
poses that- the final regulation basi
on this proposal become effective
days after the date of its publicatic
in the FEDERAL REGIsTEE.
ADDRESS: Written comments. to tl
Hearing Clerk (HFA-305), Food at
Drug Administration, Rm. 4-65, 561
Fishers Lane, Rockville, MD 20857.
FOR :FURTHER INFORMATIC
CONTACT:'

Glenn A. Rahmoeller, Bureau
Medical 'Devices (HFK-450), Fo(
and Drug Administration, Depai
ment of Health, Education, and, W
fare, 8757 Georgia Ave., Silv
Spring, MD 20910, 301-427-7559. -

SUPPLEMENTARY INFORMATIO]

PANEL RECOMMENDATION

A proposal elsewhere in this issue
the FEDERAL REGISTER provides bac
ground information concerning the d
velopment of the' proposed regulatio
The Cardiovascular Device Classific
tion Panel, an FDA advisory commi
tee, made the following recommend
tion with respect to thefclassificatic
of external pacemaker pulse gene
ators:

1. Identification: An external pac
maker pulse generator is a device th
has a power supply and electronic ci
cults that produce a periodic electric
pulse to. stimulate: the, heart, TI

PROPOSED RULES

device, which is used outside the body,
is used as a temporary substitute for
the heart's intrinsic pacing system
until a permanent pacemaker can be
implanted, or- to control irregular
heartbeats in-patients following cardi-
ac surgery or a myocardial Infarction.
The device may have adjustments for
impulse strength, duration, R-wave

a- sensitivity, and other pacing variables.
2. Recommended classification: Class

III (premarket approval). The Panel
recommends that premarket approval

d- of this device be a high priority.
or 3. Summary of reasons for recom-
)n mendation: .The Panel recommends
se that external pacemaker pulse gener-
et -ators be classified into class III be-
ng cause the device provides temporary
s- life-support. The Panel believes that
at premarket approval is necessary to
. assure its safety and effectiveness.

to The device is in contact with the pa-
u- tient's heart- through a pacemaker
to electrode catheter. -Certain kinds of
)n failure could cause this device to emit
a- inappropriate electrical signals, which
ir- could cause cardiac irregularities and
C- death. Failure of the power source,
n- usually a battery, could lead to cardiac
ill standstill or other pacing irregulari-
ie ties. Although the device may be in
en contact with the patient's skin, the
d- materials that touch the patient are

generally acceptable and require no
le additional controls. Performance char-
o- acteristics, including accuracy, repro-
ed ducibility, and any limitations on the
30 rate and level of the output stimuli
n and the input sensitivity of the device,

shculd be maintained at a generally
accepted satisfactory level and should

ie be made known to the user through
id special labeling. The Panel believes
00 that general controls alone would not

provide sufficient control over the per-
I' formance characteristics -of this

device. The Panel also believes that a
of performance standard would not pro-od vide reasonable assurance of the

st- Safety and effectiveness of the device
and, moreover, that there is not suffi-
cient information to establish a stand-er ard to provide such assurance.

4.. Summary of data on which the
: recommendation is based: The Panel

members based their recommendation
on the potential hazards, associated

of with the. inherent properties of the
k- device, their personal knowledge of,
e- and experience with, the device, and
n. its life-supporting function.
a- 5. Risks to health: (a) Failure to
it- pace: 'A failure of the electronic cir-
a- cuitry can cause failure to pace the pa-
on tient's heart. (b) Improper pacing:
!r- Electromagnetic interference with the

pacemaker electronics*, or improper
:e- sensing by the pacemaker can lead to
at improper pacing. (c) Cardiac arryth-
ir- mias: Facing during vulnerable periods
al of the cardiac cycle due to a sensing
is failure of the- pacemaker can induce

cardiac , arrythmias. (d) Improper
pacing rate: An electronic circuit fail-
ure or an inaccurate rate controller in
the circuit can cause improper pacing
rates.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and Is pro-
posing that the external pacemaker
pulse generator be classified Into class
III (Premarket approval). The Com-
missioner believes the device is pur-
ported or represented to be for a Use -
(maintaining heart function by electri-
cal stimulation) in supporting or sus-
taining human life. the Federal Food,
Drug, and Cosmetic Act requires the
Commissioner to classify a life sup-
portink or life sustaining device Into
class III unless the Commissioner de-
termines that premarket approval is
not necessary to provide reasonable as.
surance of the device's safety and ef-
fectiveness. In this case; the Commis-
sioner has determined that premarket
approval is necessary. The Commis-
sioner believes that insufficient infor-:
mation exists to determine that gener-
al controls will provide reasonable as-
surance of the safety and effectiveness
of the device and that insufficLent In-
'formation exists to establish a per-
formance standard to provide this as-
surance.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart D by adding new
§ 870.3600 as follows:

§870.3600 External pacemaker pulse gen-
erator.

(a) Identification. An external pace-
maker pulse generator is a device that
has a power supply and electronic cir-
cults that produce a periodic electrical
pulse to stimulate the heart, This
device, which Is used outside the body,
is used as a temporary substitute for
the heart's intrinsic pacing system
until a permanent pacemaker can be
implanted, or to control irregular
heartbeats In patients following cardi-
ac surgery-or a myocardial infarction,
The device may have adjustments for
impulse stength, duration, R-wave sen-
sitivity, and other pacing variables.

(b) Classification, class III (premar-
ket approval).

Interested persons may, oil or before
(insert date 60 days after date of publl-
cation in the FEDERAL REoISTERI)
submit to the Hearing Clerk (HFA-
305), Food and Drug Administration,
Rm. 4-65, 5600 Fishers Lane, Rock-
ville, MD 20857, written comments re-
garding this proposal. Four copies of
all comments shall be submitted,
except that individuals may submit
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single copies of comments, and shall
be indentified with the Hearing Clerk
docket number found in brackets in
the -heading of this document. Re-

. ceived comments may be seen in the
above office between the hours of 9
a.m. and 4 p.m., Monday 'through
Friday.

Dated: February 26, 1979.

JOSEPH P. HILE,
Associate Commissioner

for Regulatory Affairs.
[EFR Doc. 79-6185 Piled 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Part 8701

[Docket No. 78N-1490J
MEDICAL DEVICES

Classification of Implantable Pacemaker Pulse
Generators

AGENCY: Food and Drug Administra-
tion.

ACTION: Proposed rule.

SUMMARY! The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
-classifying implantable pacemaker
pulse generators into class III (pre-
market approval). TheyDA is also
publishing the recommendation of the
Cardiovascular Device Classification
Panel that the device be classified into
class IIL The effect of classifying a
device into class III is to provide for
each manufacturer of the device to
submit to FDA a premarket approval
application at a date to be set in a
future regulation. Each application in-
cludes information concerning safety
and effectiveness tests of the device.
After considering public comments,
FDA will issue a final regulation clas-
sifying the device. These actions are
being taken under the Medical Device
Amendments of 1976.

DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive -30 days after the date of its publi-
cation in the FEDRAL REGismn.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.

FOR FURTHER INFORMATION
CONTACT'

Glenn A. Rahmoeller, Bureau of
Medical Devices (EFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910;301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOM=mDATION

A proposal elsewhere in this issue of
the FEDEAL RoirsER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of implantable pacemaker pulse gener-
ators:

1. Identification: An Implantable
pacemaker pulse generator is a device
that has a power supply and electronic
circuits that produce a periodic electri-
cal pulse to stimulate the hearL This
device is used as a substitute for the
heart's intrinsic pacing system to cor-
rect both intermittent and continuous
cardiac rhythm disorders. This generic
term includes triggered, inhibited, and
asynchronous devices implanted in the
human body.

2. Recommended classification: Class
I (premarket approval). The Panel

recommends that premarket approval
of this device be a high priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the implantable pacemaker pulse
generator be classified in class III be-
cause the device Is implanted and life-
supporting and presents a potential
unreasonable risk of illness or injury.
This device is intended to be used over
a period of years to pace a heart with
a natural pacing defect. It is surgically
implanted in patients with heart
pacing or conduction defects. The pa-
tients may be totally dependent upon
this device for their continued surviv-
al The Panel states that, although a
proposed standard has been written, it
does not cover all the performance
characteristics of the device. The
Panel noted further that the proposed
standard is not widely accepted. The
Panel believes that general controls
alone would not provide sufficient con-
trol over the performance characteris-
tics of the device. In addition, the
Panel believes that sufficient scientific
and medical data do not exist to estab-
lish a complete standard to assure the
safety jand effectiveness of particular
aspects of the device.

4. Summary of data on which the
recommendation Is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device, their personal kmowledge of
and experience with the device, and
the life-supporting function of the
device.

5. Risks to health: (a) Failure to
pace: A failure of the electronic cir-
cuitry or early battery depletion can
cause failure to pace the patient's
heart. (b) Improper pacing cycle: Elec-
tromagnetic interference with pace-
maker electronics or improper sensing
by the pacemaker can lead to Improp-
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er pacing. (c) Arrhythmlas A sensing
failure of the pacemaker during vul-
nerable periods of the cardiac cycle
can induce cardiac arrhythmias. (d)
Improper pacing rate: An electronic
circuit failure .or an inaccurate rate
controller in the circuit can cause im-
proper pacing rates. (e) Tissue
damage: If the materials, surface
finish, or cleanliness of this device are
inadequate, damage to the local tissue
may resulL

PROPOSED CLASSFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the Implantable pacemak-
er pulse generator be classified into
class I (premarket apprval). The
Commissioner believes the device is
purported or represented to be for a
use (maintaining heart function by
electrical stimulation) in supporting or
sustaining human life. The device is
intended to be implanted in the
human body. The Federal Food, Drug,
and Cosmetic Act requires the Com-
missioner to classify an implant or a
life supporting or life sustaining device
into class III unless the Commissioner
determines that premarket approval is
not necessary to provide reasonable as-
surance of the device's safety and ef-
fectiveness. In this case, the Commis-
sioner has determined that premarket
approval is necessary. The Commis-
sioner believes that insufficient infor-
mation exists,to determine that gener-
al controls will provide reasonable as-
surance of the safety and effectiveness
of the device and that insufficient in-
formation exists to establish a per-
formance standard to provide this as-
surance.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to hIm (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart D by adding new
§ 870.3610 as follows:

§870.3610 Implantable pacemaker pulse
generator.

(a) Identification. An implantable
pacemaker pulse generator is a device
that has power supply and electronic
circuits that produce a periodic electri-
cal pulse to stimulate the heart. This
device is used as a substitute for the
heart's intrinsic pacing system to cor-
rect both intermittent and continous
cardiac rhythm disorders. This generic
term includes triggered, inhibited, and
asynchronous devices implanted in the
human body.

(b) Classification. Class I (premar-
ket approval).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
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Lane, Rockville, MD 20857, "written
comments regarding this proposal.
Four copies, of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
Ing Clerk docket number found in
brackets in. the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
,of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JoSrPH P. HILE,

-Associate Commissionerfor
Regulatory Affairs.

[FR Doe. 79-6186 Filed 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Part 8701

[Docket No. 78N-1491]

MEDICAL DEVICES

Classification of Pacemaker Lead Adaptors

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed Rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying pacemaker lead adaptors
into class III (premarket approval).
The FDA is al~o publishing the recoin-
mendatiofi of the Cardiovascular
Device Classification Panel that the
device be classified into class III. The
effect of classifying a device into class
III is to provide for each manufacturer
of the device to submit to FDA a pre-
market approval application at a date
to be set in a future regulation. Each
application includes information con-
cerning safety and effectiveness tests
of the device. After considering public
comments, FDA will issue a final regu-
lation classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER.
ADDRESS: Written comments.to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTH IR INFORMATION
CONTACT:

Glen A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, 'Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave.,. Silver
Spring, MD 20910, 301-427-7559.

PROPOSED RULES'

SUPPLEMENTARY INFORMATION:

Pmfm RECOMMENDATION

A proposal elsewhere in this issue of
the FEsALi REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
Tfie Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion regarding classification of pace-
maker lead adaptors:

1. Identification: A paceinaker lead
adaptor is a device used to adapt a
pacemaker lead so' that It can be con-
nected to a paceinaker pulse generator
produced by a different manufacturer.
-2. Recommended classification: Class
III (premarket approval). The Panel
recommends that premarket apprbval
of this device be a medium priority.

3. Summary of- reasons for recom-
mendation" The panel recommends
that the pacemaker lead adaptor be
clasified into-class III because the
device is implanted, life-supporting,
and presents a potential unreasonable
risk of illness or injury. This device
electrically and mechanically connects
a pacemaker lead to a different manu-
facturer's pacemaker. It serves a vital
purpose and is generally used when a
pjacemaker is replaced by another
pacemaker made by a different manu-
facturer. Materials used in the device
should meet a generally accepted satis-
factory level of tissue compatibility,
including requirements for adequate
surface finish and cleanliness, which
may affect the degree of compatibil-
ity. The Panel believes that the device

-can create a hazard to the life of the
patient if it is not manufactured or
employed properly. The device is used.
with other devices in- a system that
may be hazardous if not satisfactorily
assembled; used, and maintained. The
Panel believes that there are insuffi-
cient medical, engineering, and scien-
tific data to establish a performance
standard to assure'the safety and ef-,
fectiveness of this life-suppiorting
device, and, therefore; that premarket
approval is necessary.

4. Summary of data on which the
recommendation is based: .The Panel
.members based their recommendation
on the potential hazards associated
with the inherent properties of the
device, their personal'knowledge of,
and experience with, the device, and
the life-supporting function of the
device.

5. Risks to health: (a) Improper
pacing: Poor mehancial or electrical
design could cause a failure to proper-
ly pace the patient's heart. (b) Failure
to pace: Electrical or mechanical in-
compatibility leading to conductor
breakage or electrochemical corrosion
can cause failure to pace the.patient's
heart. Also, the use of poor sealant
materials that allow water to enter

into the electrical junction between
the pacemaker and Its pacing lead di-
verts the current from the heart and
causes failure to pace. (c) Tissue
damage: Insufficiently blocompatiblo
materials can lead to adverse tissue re-
actions.

PRorosED CLASSIFICATION

The Comnilssioner" agrees with the
Panel's recommendation and Is pro-
posing that' the pacemaker lead adapt-
or be classified into class III (premar-
ket approval). The Commissioner be-
lieves the device is purported or repre-
sented to be for . a use (maintaining
heart function by electrical stimula-
tion) in supporting or sustaining
human life. The device is Intended to
be implanted in the human body, The'
Federal Food, Drug, and Cosmetic Act
requires the Commissioner to classify
an implant or a life-supporting or life:
sustaining device into class. III unless
the Commissioner determines that
premarket approval Is not necessary to
provide reasonable assurance of the
device's safety and effectiveness. In
this case, the Commissioner has deter-
mined that premarket approval Is nec-
essary. The Commissioner believes
that insufficient information exist to
determine that general controls will
provide reasonable assurance of the
safety and effectiveness of the device
and that insufficient information
exists to establish a performace stand-
ard to provide this assurance.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart D by adding new
§ 870.3620 as follows:

§ 870.3620 Pacemaker lead adaptor.
(a) Identification. A pacemaker lead

adaptor is a device used to adapt a
pacemaker lead so that It can be con-
nected to a pacemaker pulse generator
produced by a different manufacturer.

(b) Classification. Class III (premar-
ket approval).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found In
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.
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Dated: February 26, 1979.
JOSEPH P. HmE,

Associate Commissionerfor
Regulatory Affairs

[FR. Doe. 79-6187 Filed 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Part 870]

[Docket No. 78N-14921

MEDICAL DEVICES

Classification of Pacemaker Generator Fiunction
Analyzers

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying pacemaker generator -ana-
lyzers into class II (performance
standards). The FDA is also publish-
ing the recommendation of the Car-
diovascular Device Classification
Panel that the device be classified into
class II. The effect of classifying a
device into class II is to provide for the
future development of one or nore
performance slandards to assure the
safety and effectiveness of the device.
After considering public comments,
FDA will issue a final regulation clas-
sifying the device. These actions are
being taken under the Medical Device
Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEERAL REGISTER.
ADDRESS: Written. comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PAzEL REcoMNDATIoN

-A proposal elsewhere in this issue of
the FEDERAT REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of pacemaker generator function ana-
lyzers:

1. Identification: A pacemaker gener-
ator function analyzer is a device that
is connected to a pacemaker pulse gen-
erator to test any or all of the gener-
ator's parameters, including pulse du-
ration, pulse amplitude, pulse rate,
and sensing threshold.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
medium priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that pacemaker generator function
analyzers be classified into class II be-
cause this device is neither life-sup-
porting nor life-sustaining, but is po-
tentially hazardous to life or health
even when properly used. Failure of
the device to perform Its analysis func-
tion may lead to improper cardiac
pacing or cardiac arrythias. Perform-
ance characteristics, including accura-
cy, reproducibility, and any limitations
on the device's measurement of pace-
maker generator function, should be
maintained at a generally accepted
satisfactory level and should be made
known to the user through special la-
beling. The Panel believes that gener-
al controls alone would not provide
sufficient control over the perform-
ance characteristics of this device. The
Panel believes that a performance
standard will provide reasonable assur-
ance of the safety and effectiveness of
the device and that there Is sufficlent
information to establish a standard to
provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: Cardiac arrhyth-
mias or improper pacing: Inability of
the device to accurately measure the
pacemaker's performance parameters
may result In the implantation of an
inappropriate or poorly functioning
pacemaker.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the pacemaker generator
function analyzer be classified into
class II (performance standards). The
Commissioner believes that a perform-
ance staiidard is necessary for this
device because general controls by
themselves are Insufficient to control
the risks to health. A performance
standard would provide reasonable as-
surance of the safety and effectiveness
of the device. The Commissloner also
believes that there is sufficient infor-
mation to establish a standard to pro-

vide reasonable assurance of the
safety and effectiveness of the device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart D by adding new
§ 870.3630 as follows:.

§870.3630 Pacemaker generator function
analyzers.

(a) Identification. A pacemaker gen-
erator function analyzer is a device
that is connected to a pacemaker pulse
generator to test any or all of the gen-
erator's parameters, including pulse
duration, pulse amplitude, pulse rate,
and sensing threshold.

(b) Classification. Class II (perform-
ance standards).

Interestea persons, may, on or
before May 8, 1979 submit to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockvlle, MD 20857,
written comments regarding this pro-
posal. Four copies of all comments
shall be submitted, except that-indi-
viduals may submit single copies of
comments, and shall be identified with
the Hearing Clerk docket number
found In bracketsoin the heading of
this document. Received comments
may be seen in the above office be-
tween the hours of 9 a m. and 4 pam.,
Monday through Friday.

Dated: February 26, 1979.
JosEP P. HnrF,

Associate Commissioner
forRegulatoryAffair.

EFR Doe. 79-6188 Filed 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Part 8701

[Docket No. 78N-14931

MEDICAL DEVICES

Classification of Indirect Pacemaker Generator
Function Analyzers

AGENCY: Food and Drug Administra-
tlon.
ACTION: Proposed rule.
SUMMARY. The Food and Drug Ad-
ministration (FDA) Is issuing for
public comment a proposed regulation
classifying indirect pacemaker gener-
ator function analyzers into class II
(performance standards). The FDA is
also publishing the recommendation
of the Cardiovascular Device Classifi-
cation Panel that the device be classi-
fled into class II The effect of classi-
fying a device into class II is to provide
for the future development of one or
more performance standards to assure
the safety and effectiveness of the
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device. After considering public com-
ments, FDA will issue a final regtila-:
tion classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of F6od and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the dateoof its publi-
cation in the FEDERAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food 'and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910,'301-427-7559. -

SUPPLEMENTARY INFORMATION:

'PANEL REcOmuenDATION

A proposal elsewhere in this issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment'of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, and FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of indirect pacemaker generator func-
tion analyzers:

1. Identification: An indirect pace-
maker generator function analyzer is
an electrically powered device that is
used to determine pacemaker function
or pacemaker battery function by peri-
odically monitoring an implanted
pacemaker's pulse rate and pulse
width. The device is noninvasive, and
it detects pacemaker pulse rate and
width via external electrodes in con-
tact with the patient's skin.

2. Recommended classification: Class
II (performancep standards). The Panel
recommends that establishing a per-
formance standard for this device be a
low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the indirect pacemaker generator
function analyzer be classified into
class II because this- electrically
powered device is neither life-support-
ing nor life-sustaining, but is poten-
tially hazardous to life or health even
when properly used. This device is at-
tached to the body through surface
electrodes and is used in a clinical en-
vironment where excessive leakage
current can be a serious hazard. Thus
the electrical characteristics of this
device, e.g., electrichl leakage current,
need to meet certain requirements.
Failure of the device to perform its
analysis function may lead to improp-
er cardiac pacing or cardiac arryth-

PROPOSED RULES

mias. Performance characteristics, In-
cluding accuracy, reproducibility, and
any limitations on the device's mea-
surement of pacemaker generator
function, should be maintained at a
generally accepted satisfactory level
and should be made known to the user
through special labeling. The Panel
believes that general- controls alone
would not provide sufficient control
over the performance and electrical
characteristics of this device. The
Panel believes that a performance
standard will provide reasonable assur-
ance of the safety and effectiveness of
the device and that there is sufficient
information to establish a standard to
provide such assurance.

4. Summary 'of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, which can lead to onset of
cardiac arrhythmias. (b) Misdiagnosis:
Inadequate design of the device affect-
ing its ability to sense pacemaker gen-
erator functioxn can lead to inaccurate
diagnostic data. If inaccurate diagnos-
tic data are used in managing the pa-
tient, the physician may prescribe a
course of treatment that places the
patiezit at risk unnecessarily.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel recommendation and ispropos-
ing that the indirect pacemaker gener-
ator function analyzer be classified-
into class II (performance standards).
The Commissioner believes that a per-
formance standard is necessary for

- this device because general controls by
themselves are insufficient to control
the risks to health.

A performance standard would pro-
vide reasonable assurance of the
safety and effectiveness- of the device.
The Commissioner also believes that
there is sufficient information to es-
tablish a standard to provide reason-
able assurance of the safety and effec-

-tiveness of the device.
Therefore, under the Federal Food,

Drug, and Cosmetic Act (sees. 513,
701(a),"52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 n Subpart D by adding new
§ 870.3640 as follows:

§870.3640 Indirect pacemaker generator
function analyzer.

(a) Identification. An indirect pace-
maker generator function analyzer is

an electrically powered device that is
used to determine pacemaker function
or pacemaker battery function by peri-
odically monitoring an implanted
pacemaker's pulse rate and pulse
width.'The device Is noninvasve and
It detects pacemaker pulse rate rnd
width via external electrodes in con-
tact with the patient's skin.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979. Submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found In
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JOSEPH P. HILE,

Associate Commissioner for
Regulatory Affairs,

[FR Doe. 79-6189 Filed 3-8-79, 8:45 am]

[4110-03-M]

[21 CFR Part 870]

[Docket No. 78N-1494]

MEDICAL DEVICES
Classification of Pacemaker Polymeric Mesh

Bags

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.
SUMMARY: The Food and Drug, Ad-
ministration (FDA) is Issuing for
public comment a proposed regulation
classifying pacemaker polymeric mesh
bags into class II (performance stand-
ards). The FDA is also publishing the
recommendation of the Cardiovascular
Device Classification Panel that the
device be classified, into class Il. The'
effect of classifying a device into class
II is to provide for the future develop-
ment of one or more performance
standards to assure the safety and ef-
fectiveness of the device. After consid-
ering public comments, FDA will Issue
a final regulation classifying the
device. These actions are being taken
under the Medical Device Amend-
ments of 1976.
DATES: Comments by May 8, 1979,
The Commissioner of Food and Drugs
proposes that the final regulation
based *on this proposal become effec.
tive 30 days after the date of Its publi-
cation in the PEDERAL REGISTER.
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ADDRESS: Written comments to the
Hearing Clerk (HIA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT'

Glenn A. Rahmoeller, Bureau of
Medical Devices (HPK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOmMENDATION

A proposal elsewhere in this issue of
the FEDERAL REGIsTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of pacemaker polymeric mesh bags:

1. Identificatio A pacemaker poly-
meric mesh bag is a device used to
hold a pacemaker pulse generator. It
is designed to create a stable implant
environment for the generator.

2. Recommended-classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
low priority.

3. Summary of reasons for recom-
mendation:'The Panel recommends
that the pacemaker polymeric mesh,
bag be classified into class II because.
this implanted device is neither life-
supporting nor life-sustaining, but is
potentially hazardous to life or health
even when properly used. Materials
used in the device should meet a gen-
erally accepted satisfactory level of
tissue compatibility, including require-
ments for adequate surface finish and
cleanliness, which may affect the
degree of compatibility. The Panel be-
lieves that general controls alone
would not provide sufficient control
over the performance characteristics
of this device The'Panel believes that
a performance standard will'provide
reasonable assurance of the safety and
effectiveness of the device and that
there is sufficient information to es-
tablish a standard to provide such as-
surance.

4. Summary of data on which the
recommendation is based. The Panel
members balsed their recommendation
on the potential hazards associated
with the inherent properties of the
-device and on their personal knowl-
edge of-, and experience with, the
device. In addition, the Panel reviewed
the following information from the
medical literature. The fabric mesh
bag used with a cardiac pacemaker
-takes advantage of tissue ingrowth to
stabilize, and to prevent migration of,
the pacemaker generator. While the

phenomenon of tissue ingrowth into
porous materials. is well-known, It is
usually described in passing without
great detail and is not reported in con-
trolled studies. Lee and Neville (Ref.
1) claim that, as of 1971, internal
mounting of artificial organs' had re-
ceived no specific attention in the
medical literature. However, b6th We-
solowskl (Ref. 2), in 1962, and Braun-
wald and Bull (Ref. 3), in 1969, Indicat-
ed that an increase in porosity of fab-
rics increases the Ingrowth activity in
either vascular graft prostheses or .ar-
tificial heart valves. LIndenauer et al.
(Ref. 4) also indicated better tissue in-
growth in more porous materials, and
cited a leak-rate porosity value and
tissue ingrowth correlation. In gener-
al, the vascular graft literature recog-
nizes and discusses tissue ingrowth.
Many uses of fabrics for tissue fix-
ation have been listed by Lee and Ne-
ville (Ref. 1), including heart valves,
vascular grafts, tracheal tube grafts,
artificial tendons, percutaneous A-V
shunt seals, and artificial breasts
among many other applications. Some
other concerns expressed by Skelton
(Ref. 5) included specification of poly-
meric composition and additives and"
fabric configuration (Le., weave, knit,
velour, etc.). These concerns are also
being addressed by various voluntary
standards groups.

5. Risks to health. Tissue damage:
Tissue damage can occur by an ad-
verse reaction to the material, infec-
tion, tearing of tissue, mechanical fail-
ure of the bag, and failuie of the bag
to contain or restrain the pacemaker.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the pacemaker polymeric
mesh bag be classified into class 3r
(performance standards). In arriving
at this decision the Commilioner has
reviewed additional information from
the medical literature and has found
_that the phenomenon of tLsue in-
growth into porous implanted material
is well characterized in controlled
animal studies and well documented In
clinical experience. The phenomenon
has been utilized in fixation and stabi-
lization of prostheses in vascular sur-
gery (Ref. 2), heart valve replacement
(Ref. 3), intraocular lens replacement
(Ref. 6), muscle and tendon repair
(Refs. 7 and 8), artificial Joints in bone
(Refs. 7 and 8), and percutaneous vas-
cular access (Ref. 9). The rate of tissue
ingrowth in relation to time, pore size,
and percent porosity of the implant
was studies and reported by Hulbert et
al. (Ref. 8). Brais and Braunwald (Ref.
10) reported on a method for acceler-
ating and controlling and rate of
tissue ngrowth into fabrics Implapted
in the heart Dunn et al. (Ref. 7) dem-
onstrated the mechanical strength of
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the matrix formed by the porous im-
plant material and the ingrown tissue.
Electron microscopic scanning (Refs.
11 and 12) and histologic examination
(Refs. 7, 9, 10. and 13) of porous mate-
rials Implanted In various tissues, in-
cluding bone, muscle and soft tissue,
have thoroughly demonstrated the in-
growth of tissue into porous prosthe-
ses, and the mechanical testing of in-
grown tissue (Refs. 7 and 8) has
proven the value of this phenomenon
in fixation and stabilization of pros-
theses. The phenomenon of tissue in-
growth has even provided a means for
the development and investigation of
autol6gous arterial grafts (grafts in
which the donor and recipient are the
same individual) by growing fibrous
tissue in a porous fabric surrounding a
solid plastic mold (Ref. 14). The Com-
missioner believes that a performance.
standard Is necessary for this device
because general controls by them-
selves are insufficient to control the
risks to health. A performance stand-
ard would provide reasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-
lieves that, althoflgh the device is an
implant, there is sufficient informa-
tion to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device.
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p.m., Monday through Friday.

1. Lee, H. and K. Neville, "Handbook of
Biomedical Plastics." Pasadena, Technology
Press, Pasadena, Calif. 1971, pp. 6-57 to 6-
63.

2. WesolowskL S. A.. "Tissue and Prosthet-
ic Vascular Grafts." C. C. Thomas Publish-
er, Springfield, IlL 1967. pp. 54-95.

3. Braunwald, N. S, and B. S. Bull. "Fac-
tors Controlling the Development of Tissue
Layers on Fabrics," in "Prosthetic Heart
Valves." Edited by L. A. Brewer. C. C.
Thomas Publisher, Springfield, IlL, 1969,
pp. 228-242.

4. Lindenauer, S. M&, T. R. Weber, T. A.
Miller, S. R. Ramsburg, C. A. Sales, S. P.
Kahn. and I. S. WoJtalik, "The Use of
Velour as a Vascular Proshesls," Biomedi-
cal Engineering, 11(9):301-306,1976.

5. Skelton. J, "Textiles In Biomedical De-
vices-Some Unrecognized Variables." Bio-
materials Medical Devicez, Artiffcial
Organs. 2(4):345-352.1974.

6. Peyman, G. A., J. Kosilol, and R. Janer-
Iclus, "Intraocular Lens Fixation with
Dacron Mesh: Part I," Ophthalmic Surger,
8(4):87-93, 1977.

7. Dunn. ILK., R. King, T. D. Andrade,
and K, L. DeVries, "Polyester Textile Bioad-
heslon to Muscle and Bone:" JournalofBio-
medical Materials Research Symposium,
4:109-135, 1973.

8. Hulbert. S.F , P. W. Cooke. . J. Klawit-
ter, R. B. Leonard, B. W. Sauer, D. D.
Moyle, and H. B. Skinner, "Attachment of
Prostheres to the Musculo-Skeletal System
by Tissue Ingrowth and Mechanical Inter-

FEDERAL REGISTER, VOL 44, NO. 48-FRIDAY, MARCH 9, 1979



PROPOSED RULES.

locking," Journal of Biomedicat Matekals
Researd* Symliosium,. 41-23, 1973:

9. PAE, W., W. O'Bannon, G. A. Prophet,
J. H. Donachy, A. Abt, and W. S. Pierce;
"Design and Evaluation of a. Percutaneous
Transthoraclc Cannula,"" Transactions of
the American Society for Artffriat Internal
Organs, 22:135-148, 1976.

10. Brais, M., 1. S. Braunwald, "Accelera-
tion of Tisue Ingrowth on Materials Im-
planted in, the Heart," Annals, of Thoracic
Surgery, 21(3):221-229- 1976...

11. Noishiki, Y., "SEI. Observation of
Smooth Muscle Cells in lreointima. of Syn- -
thetic Vascular Prosthesis," Journal of Elec-
tron Microscopy 26(2):149-151. 1-97,7. ..

12. White, R. A., E V. White, E. L.
Hanson, R. F: Rohner, and W- R. Webb,
"Preliminary Report: Evaluation of Tissue
Ingrowth into E~xperimenta Replamine-
form Vascular Prostheses.," Surgery, 72(2).-
229-232,1976.

13. Weiss, J P, P. V. Lorenzo,.C. D. Camp-
bell, R. L. Myerowitz;. and M. W. Webster,
"The, Behavior of Infected, Arterial Prosthe-
ses of Expanded Polytetrafluoroethyrene
(Gore-Tex)V' J'ournal of 7oracic and- Car-
diovscularSurgerr,. 73(4):630-636, 197T

14. Sawatanl,, S., C- Mandell, L Kiso, and
A. Kantrowitz, "Antologous Arterial Grafts
Grown on Polyester Molds: Observations of:
Graft Growth and Patency inExperimental!
Animals;" Journal" of Cardfovascular Str w
gery (Torfno), 18(1):63-70; 1977.

Therefore, under the Federal Food,,
Drug and Cosmetia. Act. (secs, 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes. to amend
Part 87Y in. Subpart D, by adding new
'870.3650 alfollows:

§ 870.3650' ' Pacemaker polymeric meslh
bag.

(a) Identification. A pacemaker
polymerir mesh bag is a device used, ta'
hold a pacemaker pulse generator that,
is designed to, create. a, stable implant
environment'for thepulse generator:

(b) 'Classiftcation. Class II (perform-
ance standards).

Interested persons may, on or-before
May 8, 1979) submit to the Hea-ing,
Clerk (HFA-305), Food, and Drug Ad-
ministration, Rm. 4-65, 5600 Fsher
Lane, Rockville, MD 20857; written,
comments, regarding this- proposal
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and, shall be identified with.the-Hear-
ing- Clerk docket number found' in.
brackets in the. heading of this docu-
ment. Recieved comments.may be seem
in the above office between, the hours-
of 9 a.m. and 4 p.m., Monday through.
Friday.

-. Dated: February 26i 1979.
JbsEm1TP. HILE,

* Associate-Commissioner,
for Reguatory Affars.

[FRDec. 79-6190"Filed'3-879;8:45 aml

[41 10-03-MI
[21, CFR Part 870]

EDocketNo.78N-1496]

MEDICAL DEVICES

Classification, of-Pacemaker Chargers.

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.
SUM RY: he Food- and Drug Ad-
ministration (FDA) Is issuing for
publihc comment a proposed. regulatior
classifying pacemaker chargers into'
class Ir (performance standards).. The
FDA is also publishing the recommen-
dation of the Cardiovascular Device
Classification Panel that the .device be
classified. into class II. The effect of:
classifying a device into class II is to.
provide for the future development of
one or more performance standards to
assure the safety- and effectiveness of
the! device After considering public
comments, FDA will issue a final regu-
lation classifying- the device. These ac-
tions are being.taken under the Medi-
ca DeviceAmendments of. 1976.
DATES: Comments by May 8, 1979.
The Comm sioner of Food: and Drugs
proposes that the final regulation.
based on this proposal- become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER.

ADDRESS: Written comments to, the
,Hearing- Clerk (HFA-305)%, Food and.

Drug, Administration, Rm. 4-65, 5600,
Fishers Lane, Rockville. AM 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and' Drug Administratiorr,. Depart
ment of Health, Education, and Wel-
fare, 8757 Georgia Avenue, Silver
Spring-, D 20910, 301-427-7559.

SUPPILEMENTAB.Y INFORMATION.

PANEL REcOMMENDATION

A proposal elsewhere i= this issue of
the FEDrE, REGsT= provides back-
ground information concerning the de--
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee , made the following. 'recommenda-
tion- regarding classification of pace-
makerchargers:

L, Identification A pacemiaker
charger is. a device used transcutan-
eously to. recharge the batteries of m
rechargeable pacemaker.

2. Recommended classification= Class
II (performance-standards). The Panel
recommends that establishing a per-
formance standard for this device be 'a
low. l3riority.

3. Summary oft reasons" for recorm-
,mendation The Panel recommends

that pacemaker chargers. be classified
into class II because this electrically
powered device is neither life-support-
ing nor life-sustaining. but is poten-
tially hazardous to life or health even
whdn properly used. This device is. at-
tached directly to thb surface of the
body and is used in- a clinical environ-
ment where excessive leakage current
can be a serious hazard. Thus the elec-
trical characteristics of this device,
e.g., electrical leakage current, need to
meet. certain requfrements. Perform-
ance characteristics,, including accura-
cy, reproducibility, and any limitations
on the device's recharging capability,
should be maintained at a generally
accepted satisfactory level' and should
be made known to the user through
special. labeling. The device is used
with other devices in a system. that
may be hazardous if not satisfactorily
assembled, used, and' maintained. The
Panel believes, that general controls
alone would not provide sufficient con-
trol over the performance and electri-
cal characteristirz of this device. The
Panel believes that a performance
standard will provide reasonable assur-
ance of the safety and effectiveness of
the device and that there is sufficient
information' to establish a standard to
provide such assurance.

4. Summary- of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal' knowl-
edge of, and experience with. the
device.

5. Risks to. health: (a) Cardiac, ar-
rhythmifs or electrical shock: Exces-
sive electrical leakage current can dis-
turb; the normal electrophystology of
the heart, leading to, the onset of car-
diac arrhythmias. (b) Pacemaker
slowly stops functioning: Failure of
the device to recharge the battery or a.
misindication. of the amount of re-
charging can cause the pacemaker to.
fail prematurely due to battery deple-
tion. Cc) Tissue burn: Thermal burns
to the tissues adjacent. to the pace-
maker can result from overcharging
by the device. (d) Failure of the pace-
maker: Overcharging by the device can
lead to damage to, the pacemaker and
result in pacemaker failure.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Paners recommendation and is pro-
posing that the pacemaker charger be
classified into class II (performance
standards). The Commissioner believes
that a performance standard is neces-
sary for this device because general
controlsby themselves are insufficient
to control the risks to health. A per-
formance standard would provide rea-
sonable assurance of the safety and ef-
fectiveness of the device. The Commis-
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sioner also believes that there is sui
cient information to establish a stai
ard to provide reasonable assurance
the safety and effectivenes of t
device.

Therefore, under the Federal Foi
Drug, and Cosmetic Act (secs. 5
701(a), 52 Stat. 1055, 90 Stat. 540-1.
(21 U.S.C. 360c, 371(a))) and under
thority delegated to him (21 CFR 5.
the Commissioner proposes to ame
Part 870 in Subpart D by adding n
- 870.3670 as follows:

§870.3670 Pacemaker charger.
(a) Identification. A pacemal

charger is a device used transcut,
eously to recharge the batteries oJ
rechargeable pacenaker.

(b) Classiftcation. Class II (perfor
ance standards).

Interested persons may, on or bef(
May 8, 1979, submit to the Hear!
Clerk (HFA-305), Food and Drug I
mini tration, Rm. 4-65, 5600 Fish,
Lane, Rockville, MD 20857, writt
comments regarding this propos
Four copies of all comments shall
submitted, except that individu
may submit single copies of commen
and shall be identified with the He
ing Clerk -docket number found
brackets in the heading of this doi
ment. Received comments may be se
in the above office between the hoi
of 9 am. and 4 p.m., Monday throu
Friday.

Dated: February 26, 1979.

JosE-H P. RIIE,
Associate Commissionerfor

Regulatory Affairn

EFR Doc. 79-6191 Filed'3-8-79; 8:45 am:

[4110-03-M]

[21 CFR Part 870]

[Docket No. 78N-14973

-MEDICAL DEVICES

Classification of Permanent and Temparar
Pacemaker Electrodes

AGENCY: Food and Drug Administ:
tion.
ACTION: Proposed Rule.

SUMMARY: The Food and Drug I
ministration (FDA) is issuing J
public comment a proposed regulati
classifying permanent and tempors
pacemaker electrodes into class '
(premarket approval). The FDA is a:
publishing the recommendation of t
Cardiovascular Device Classificati
Panel that the device be classified ir
class IIL The effect of classifying
device into class I is to provide J
each manufacturer of the device
submit to FDA a premarket appro,
application at a date to be set in
future regulation. Each application

PROPOSED RULES

[fi- cludes information concerning safety
id- and effectiveness tests of the device.
of After considering public comments,
he FDA will issue a final regulation clas-

sifying the device. These actions are
od, being taken under the Medical Device
13, Amendments of 1976.
i46 DATES: Comments by May 8, 1979.rn-
l), The Commissioner of Food and Drugsnd proposes that the final regulationbased on this proposal become effec-ew tive 30 days after the date of Its publi-

cation in the FEDERAL REGzsTRr.

ADDRESS: Written comments to the
cer Hearing Clerk (HFA-305), Food and
in- Drug Administration, Rm. 4-65, 5600
E a Fishers Lane, Rockville, MD 20857.

FOR FURTHER INFORMATION
m- CONTACT:

Glenn A. Rahmoeller, Duredu ofore Medical- Devices (HFK-450), Fooding and Drug Administration, Depart-kd- ment of Health, Education, and Wel-
ten fare, 8757 Georgia Ave., Silver4n Spring, MD 20910, 301-427-7559.
be SUPPLEMENTARY INFORMATION:
ale
Lts, PANEL REComIENDATibN
ar- A proposal elsewhere in this issue of
in the FEDERAL REaisrxa provides back-

eu- ground information concerning the de-
en velopment of the proposed tegulation.
rs The Cardiovascular Device Classiflca-

gh tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of permanent and temporary pace-
maker electrodes:

1. Identification: Permanexnt and
" temporary pacemaker electrodes are

flexible insulated electrical conductors
with one end connected to a pacemak-
er pulse generator and the other end
applied to the heart. The device is
used to transmit a" pacing electrical
stimulus from the pulse generator to
the heart and/or to transmit the elec-
trical signal of the heart to the pulse
generator.

2. Recommended classification:
Y Class Im (premarket approval). The

Panel recommends that premarket ap-
ra- proval of this device be a high priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that permanent and temporary pace-

id- maker electrodes be classified into
[or class III because this device is life-sus-
on taining, and there is insufficient scien-
Lry tific and medical data to develop a
[I standard to assure the safety and ef-
[so fectiveness of the device. The elec-
he trode Is implanted into the body and
.on can be . in direct contact with the
ito blood. Materials used in the device

a should meet a generally accepted satis-
[or factory level of tissue and blood corn-
.to patibility, including requirements for
val adequate surface finish and cleanil-
- a ness, which may affect the degree of
in- compatibility. The device provides an
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electrical path between a pacemaker
and the heart. An interruption or
short circuit of this path could inter-
fere with proper pacing of the heart.
Certain characteristics of the device
must be maintained by proper con-
struction and storage. The device is
used with other devices in a system
that may be hazardous if not satisfac-
torily assembled, used, and main-
tained.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device. The Panel found further sup-
port for their recommendation in the
medical literature. The electrode lead
transmits the electrical signal from
the pulse generator to the heart-and
directly stimulates the myocardium.
Several varieties of electrode design
are used to fulfill the role of the elec-
trode lead. The two basic categories of
electrodes are endocardial and myo-
cardal. More than 90 percent (Ref. 1)
of all pacemaker implants use the en-
docardal type. Although they are of
two general types (bipolar and mono-
polar), endocardal electrode leads are
of a number of gebmetrical configura-
tion designid to reduce the current
drain per pulse and to avoid electrode
displacement and corrosion. Some ex-
perimental endocardial electrodes,
such as the differential current densi-
ty electrode and the capacitor elec-
trode, have been developed to mini-
mize electrode corrosion and tissue re-
action problems. Myocardial electrode
leads also are available in many forms,
Including corkscrew-mesh and suture
types, which are secured by sutures or
a combination of electrode screw-in
and tissue Ingrowth into the mesh.
Myocardial electrode leads can be used -
alone as a monopolar system, or in
pairs as a bipolar system, and they can
be made in bipolar single lead form.
The terms monopolar and bipolar ac-
tually refer to the number of poles lo-
cated at the heart 4nd not to the total
number of poles, since all pacemakers
have both a cathode and an anode. In
the monopolar system the cathode is
on the lead at the heart and the anode
Is a metal plate on the generator pack-
age. The medical literature lists the
following materials used in pacemaker
electrodes and leads: cardiac elec-
trodes-platum-iridum and cobalt-
nickel (Elgiloy); generator anode-
stainless steel titanium; lead wires-
stainless steel and platinum-iridium;
lead insulation--sillcone rubber and
Teflon. Lead wires are usually manu-
factured from various forms of multi-
ple helical coils or multiple strands to
reduce breakage by distributing- stress
during flexion throughout the wire
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and, by providing redundancy, pre-
venting a single break from causing
conduction failure. The, complication,
most frequently listed in the medical
literature is lead fracture (refs. 1
through 4, 6 though 8, II, and 16),
which is sometimes. broken, down into.
wire breakage and, insulation. break--
age. Roy (Ref. 1') discusses- the use of'
helically coiled wires to, increase the
longevity of pacemaker leads, but.
states that the optimum design. has
not yet been determined in clinical
trials. With increasing, battery life,
leads will need- to, withstand an, in-
creased number of flexion. cycles and.
may need, to, be- redesigned* to. ensure
safety., Grogler, et al., CRef. 2-), ind-,
cates a lead breakage rate of 6.6 per;-
cent in endocardial leads;- Green. (Ref.
7.) indicates a breakage rate of 231
percent for an older lead design and
L2 percent for a lead, of more recent
design. Another problem frequently
mentioned In. the medical literature is,
electrode cplacement (Refs. 2:
through 4, 7, 8, 14, and 16). AIthoughi
the configuration of the lead can be
designed so, that displacement is re-
duced, improper placement at the time
of surgery can, also cause displacement:
(Ref. 40. Hence, this. problem is. com-
plexly, related top both- design- and oper-
ative procedure. Grogler's (Ref. 2) re-
suits indicate a dislocation rate of" IL
percent. Related to- electrode displace-
ment is the problem of diaphragmatic
contractions, whibh can. be caused-by a,
malpositionedl electrode stimulating'
the phrenfc nerve (Refs, 2 andi 4. The,
third' most commonly, citedi complica-
tion Is "exit block!" (Refs. 2; through, t,
6, 7, IV, and 16), which is. the failure to;
achieve pacing- due to, a rise in the,
stimulation threshold to a current:
value above the, generator's. current
output. This condition, i-caused.by the,
natural development of a nonexcita-
ble, fibrous tissue sheati around. the
electrode tip. ,Threshold' rise occurs:

,after all 'electrode' implantations and
usually levels, off after approximately,
2 weeks (Ref. 1). If the sheath that is.
formed can, be minfmized, then thresh-
old rise. is also. reduced and "exit
block" can be reduced. in turn.
Grogler's (Ref. 2) results indicate that:
"exit block"' occurs, 1.6 percent of the
time; Green. (Ref. 7). shows "exit:
-blocks"' of' 1 to 8 percent for endocar-
dial leads and. 5 to. 6 percerit for myo-
cardial leads, Green's 8 percent figure
is for an older electrode design; the
newer designs tested showed- a T to 2'
percent incidence of "exit block." An-
other complication listed, in the litera-
ture is cardiac perforation (Refs. 2, 4,
6, 8, 13, and'14). Its incidence is-report-
ed to be between. 0.7 percent (Ref. 2)
and .1 percent (Ref. 4). Perforation-
has also been- reported to lead, to dia-
phragm contractions (Ref. 61: Infec-
tion, is generally listed as an electrode

complication (Refs. 4, 6, 8, and 10), al-
though this problem is usually surgi-
car (Ref. 2). Other problems less" fre-
quently mentioned are knotting of
lead wire (Ref. 6), corrosion leading to
gas- generation at the electrodes, (Refs.
1 and 9), arrhythmias. (Refs. 6 and 8),
thrombosis (Refs.2 and 6), and subepi-
cardial infarction (Ref. 13). Smalh sur-
face area. electrodes used in demand
pacing have been-found.to fail to sense
properly, and thus. cause loss of pacing
(Ref. 12).Although theseproblems are
less common, they can cause serious
complications. For example, thromboi-
tic developments can easily become
emboli- leading to pulmonary infarc-
tion. In summary, there are many
problems- in cardiac pacing- that are di-
rectly or indirectly related toielectrode
lead design. Grogler'(Ref. 2) has re-
ported lead complications, not includ-
ing infectiom, in 20.4 percent of the
770:. endocardial leads: used' in that
study. It has been shownthat small
surface area. electrodes reduce the
threshold current;, thus reducing cur-
rent drain and increasing pacer life.
However, Huihes, et al. (Ref. 12), have
reported that these- same eectiodes,
when used- with, demand. pacemakers,
can fail, to sense demandiproperly andi
cause- loss of pacing. Thi would indi-
cate a. strong need for matching elec-
trode to generator- Currently pro-
posed standards (Ref. 16), merely ad-
dress, dimensions and" dimensional to-
lerances, and performance limits as'
tested by various accelerated bench
tests. These proposals do-not deaL with
lead displacement, cardiac perforation,
"exit block,"- thrombosis, and other
complications that. comprise 13.8 per-
cent of the- complications noted, inj
Grogler's study (Ref. 2). In discussing
electrode lead, choice, Roy (Ref. 1)
states, "Accelerated bench- testing
cannot duplicate all the in. situ condi-
tions. To a large extent, the choice
awaits long. term- in vivo statistics."
The Panel concluded from the litera-
ture that clinical and preclinical stud-
ies'to establish the safety and. effec-
tiveness of electrode lead. 'designs are
necessary.

5-. Risks. to health: (a) Loss of pacing,
POor mechanical and material proper-
tie s: ca cause lead breakage. Improper
electrical impedance of the lead can
cause inadequate sensing or pulse de-
livery. Either of these, conditions leads
to loss of pacing of-the patients. heart.
(b)- Thromboembolisnr Inadequate
blood compatibility of the materials,
used in, this. device and inadequate sur-
face finish and cleanliness can leadi to)
potentiall3' debilitating. or fatalr.throm-
boembolh. (e) Improper pacing: Tissue
reactions. at the electrode tissue inter-
face can, cause a rise in pacing thresh-
old and lead to- loss of or improper
pacing functior by causing "exit:
block."

PROPOSED CLASsIFIcATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the permanent and tempo-
rary pacemaker electrode be classified
into class. III (premarket approval).
The Commissioner believes the device
is, purported or represented to- be for a
use (maintaining heart function by
electrical stimulation) in supporting or
sustaining human life. The device Is
intended to be implanted in. the
human body. The Federal Food, Drug,
and Cosmetic Act requires the Com-
missioner to classify an Implant or
life-supporting or life-sustaining
device into class III unless the Coin-
missioner determines that premarket
approval, Is not necessary to provide
reasonable assurance of the device's
safety and effectiveness. In this case,
the Commissioner has determined
that premarket approval Is necessary.
The Commissioner believes that insuf-
ficient information exists to determine
that general controls will provie' rea-
sonable'assurance of the safety and' ef-
'fectiveness. of the device and that In-
sufficient information exists to. estab-
lish. aperformance standard' to provide
this assurance.

REFEnmc s

The following information has been
placed in the office of the Hearing
Clerk (HFA-305), Rm. 4-65, 560a Fish-
ers Lane, Rockville. Md. 20857, and
may be seen by interested persons,
from 9 a.m . to 4 pam. Monday through
Friday.

1. Roy-, 0. Z. "The Current Status of Car-
diac Pacing," CRG Citlical.Reviews In Bloen.
gineering, 2(3):259-327, 1975.

2. Grogler, F. M., Cr. Frank, 0. Greven, D.
Dragojevic, H. Oelert, K. Leltz, H. Dalichau,
U. Brinke, D. Lohlein, D. Rogge, R. Hetzer,
G. Hennersdorf. H. a. Borst, "Complication
of Permanent Transvenous Cardiac Pacing,"
Journal of ThoracL and. Cardiovasular Sur-
gery, 69(6): 395-404, 1975.

3. Green, 0. a., "Hazards of Cardiac
Pacing," Biomedical Engineering,
1O11):410-13,1975.

4. Tegtmeyer. C. J., "Complications of
Cardiac Pacemakers," American Family
Physician, 14(1):6 - 5, 1976.

5. Furman, S., J. Garvey, P. Hurzeler,
"Pulse Duration Variation and Electrode
Size of Factors In Pacemaker Longevity,'
Journal of Thoracia and Cardiovascular
Surgery, 69(3): 382-389,1975.

6. Chung, E. K.. "Artificial Cardlac
Pacing" Postgraduate Medicine, 60(7):63-
r/,.1976.

7. Green. G. D.. "Pacemaker Leads," Im-
pulse, Cardidc Pacemakers, Inc., pp. 1-6 and
13-14, June 1976.

8- Sidd, J. J.L. I. Sellar, P. F. Gryska, A-
E. O'Dea, "Thrombus Formation' on a Tran-
venous Pacemaker Electrode." Neu, England.
Journal of Medicine, 280(16):877-878, 1969.

9. DL Luzio, V., G. Curzi. G. Capestro, A.
Botcanellf, R. Renzi, "Electrolytic Phenom.
ena and. Massive Gas Generation Around
Pacemaker Electrodes," European Journal'
ofCardiology. 34):297-305, 1975.
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10 Yarnoz, M. D., L, A. Attal, S. Furman,
"Infection of Pacemaker Electrode and Re-
moval with Cardiopulmonary Bypass," Jour-
nal of Thoracic and Cardiovascular Sur-
ger, 69(1):43-46, 1974.

11. Green, G. D., "The Reliability of Pace-
maker Electrode-Leads," Journal of Electro-
cardiology, 8(2):195-200, 1975.

12. Huges, H. C., R. 1. Brownlee, G. F. 0.
Tyers, "Failure of Demand Pacing with
Small Surface Area Electrodes," Ciculation,
54(1):128-132, 1976..

13. Steinke, W. E., F. T. Thomas, Z.
Hassan, R. A. Mandeza, A. S. Grea, "Subepi-
cardial Infarction, Myocardlal Impression.
and Ventricular Penetration by Sutureless
Electrode and Leads," Chest 70(1):80-81,
1976. --

14. Magilligan, D. J., : Hakimi, J. C.
Davila, "The Sutureless Electrode: Compari-
son with Transvenous and Sutured Epicardi-
al Electrode Placement for Permanent
FPacing," Annals df Thoracic Surgery,
22(1):80-86, 1976.

15. Sharnmash, J. B., Letter. "The Suture-
less Electdode," Annals of Thoraic Surgery,
22(1):104-105, 1976.

16. Implantable Pacemaker Literature
Summaries, Association for the Advance-
ment of Medical Instrumentation, Arling-
ton, Va., FDA' Contract No 223-74-5083,
January 1975.

17. Pacemaker Standard, Association for
the Advancement of Medical Instrumenta-
tion, Arlington. Va., FDA Contract No. 223-
74-5083, August 1975.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 inSubpart D by adding new
§ 870.3680 as follows:

§ 870.3680 Permanent - and temporary
pacemaker electrode.

(a) Identification. Permanent and
temporary pacemaker electrodes are
flexible insulated electrical conductors
with one end connected to a pacemak-
er- pulse generator and the other end
applied to the heart. The device is
used to transmit a pacing electrical sti-
mulas from the pulse generator to the
heart and/or to transmit the electrical
signal of the heart to the pulse gener-
ator. "

(b) Classif'cation. Class III (premar-
ket approval.)

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, 'Md. 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identifiedwith the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of. 9 a m. and 4 p.m., Monday through
Friday.

Dated: February 26. 1979.
JOSEPH P. HIM

Associate Commissonerfor
Regulator Affairs.

[FR Doc. 79-6192 Filed 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Part 870]

(Docket No. 78N-1498]

MEDICAL DEVICES

Classification of Pacemaker Test Magnels

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed Rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is Issuing for
public comment a proposed regulation
classifying pacemaker test magnets
into class II (performance standards).
The FDA is also publishing the recom-
mendation of the Cardiovascular
Device Classification Panel that the
device be classified into class II. The
effect of classifying a device into class
II is to provide for the future develop-
ment of. one or more performance
standards to assure the safety and ef-
fectiveness of the device. After consid-
ering-public comments, FDA will Issue
a final regulation classifying the
device. These actions are being taken
under the Medical Device Amend-
ments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FER.L REisTEn.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administrition, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT'

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring; MD 20910, 301-427-7559.

SUPPLEDENTARY INFORMATION:

PAEL RECOr ATION

A proposal elsewhere in this Issue of
the FEDRALt REGisTER provides back-
-ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of pacemaker test magnets: -

1. Identification: A pacemaker test
magnet is a device used to test an In-
hibited or triggered type of pacemaker

pulse generator and cause an inhibited
or triggered generator to revert to
asynchronous operation.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
medium priority.

3. Summary of reasons for recom-
mendation: Although the device Is life-
sustaining under certain circum-
stances, the Panel recommends that
the pacemaker test magnet be classi-
fied into class II. During an operation
n which a patient's triggered or inhib-.
ited pacemaker might receive stray
electrical signals from electrosurgical
devices, for example, the reversion
magnet assumes a life-sustaining role
by preventing interference from dis-
rupting the steady output of the pace-
maker. The magnetic strength must be
adequate to svitch reliably an im-
planted triggered or inhibited pace-
maker to asynchronous operation.
This Is usually done by closing a reed
switch within the pacemaker. The
Panel believes that general controls
alone would not provide sufficient con-
trol over the performance characteris-
tics of this device. The Panel believes
that a performance standard will pro-
vide reasonable assurance of the
safety and effectiveness of the device
and that there is sufficient informa-
tion to establish a standard to provide
such assurance.

4. Summary of data on which the
recommendation Is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device. In addition, the Panel found
further support for their recommenda-
tion in the medical literature. The
risks cited in the literature reviewed
by the Panel are failure of the magnet
to cause the pacemaker to revert to a
fixed rate (Refs. 1 and 2) and induce-
ment of ventricular fibrillation (Ref.
3). The latter was probably caused by
faulty pacemaker design. The former
is of greater concern here because, al-
though It Is possible that failure to
revert may be due to an insensitive
pacemaker, It may be directly attribut-
able to the properties of the magnet
itself.

5. Risks to health: (a) Misdiagnosis:
Inadequate design of the device with
regard to magnetic strength can lead
to inaccurate assessment of pacemaker
function. If an inaccurate assessment
of pacemaker function is used in man-
aging the patient, the physician may
prescribe a course of treatment which
places the patient at risk unnecessar-
ly. (b) Improper vacemaker operation:

When a magnet is used to induce con-
tinuous operation of the pacemaker
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during surgery, failure to revert may
be life-threatening.

PROPOSED CLASSIFICATION

The, Commissioner agrees with the
Panel recommendation and is propos-
ing that the pacemaker test.magnet be
classified into class II (performance
standards). The Commissioner believes
that a performance standard is neces-
sary for this device because general
controls by themselves are insufficient
to control the risks to health. A per--
formance standard would provide rea-
sonable assurance of the safety and ef-
fectiveness of the device. The Commis-
sioner also believes that, although the
device can be life-supporting, there is
sufficient information to establish a
standard to provide reasonable assur-
ance of the safety and effectiveness of
the device.

REFERENCES

The following information has been
placed in the office of the Hearing
Clerk (address above) and may be seen
by interested persons, from 9 am. to 4
p.m., Monday through Friday.

1. Driller, J., S. S. Barold, and V. Parson-
net, "Normal andcAbnormal Functioi of the
Pacemaker Magnetic Reed Switch," Journal
of Electrocardiology, 9(3):283-292, 1976.

2. Barold, S. S., "Current Problems with
Demand Pacemakers," European Journal of
Cardiology, 1(4):339-345, 1974.

3. Seipel, L., E. Bub, and S. Driwas, "Ven-
tricular Fibrillation During Testing of a
Demand Pacemaker," Deutsch'Medizinische
Wochenschrlf4 100(47):2437-2442, 1975.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart D by adding new
§ 870.3690 as follows:

§ 870.3690 Pacemaker test magnet.
(a) Identification. A pacemaker test

magnet is a device used to test an in-
hibited or triggered type of pacemaker
pulse generator and cause an inhibited
or triggered generator to revert to
asynchronous operation.

(b) Classification. Class II (perform-
ance standards).

Interested pOersons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food atld Drug Ad-
ministration', Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all cominents shall be
submitted, except that individuals
may submit single copies of tomments,
and shall be identified with, the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours

PROPOSED RULES

of,9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.

JosEPH P. HILE,
Associate Commissionerfor

Regulatory Affairs.
TFR Doc. 79-6193 Filed 3-8-79;'8:45 am]

[4110-03-M]

[21 CFR Part 870]

[Docket No. 78N-1499]

MEDICAL DEVICES
Classification of Pacemaker Programmers

AGENCY: Food and-Drug Administra-
tion.
ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying pacemaker programmers
into class III (premarket approval).
The FDA is also publishing the recom-
mendation of the Cardiovascular
Device Classification Panel that the
device be classified into class III. The
effect of classifying a device into class

III is to provide for each manufacturer
of the device to submit to FDA a pre-
market approval application at a date
to be set in a future regulation. Each
application includes information con-
cerning safety and effectiveness tests
of the device. After considering public
comments, FDA will issue a final regu-
lation classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of 1976.
DATE: Comments by May 8; 1979. The
Commissioner of Food and'Drugs pro-
poses that the final regulation based
on this proposal become effective 30
days after the date of its publication
in the FEDERAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65,-5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HIFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 'Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION

A proposal elsewhere in this issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed 'regulation.
The Cardiova~scular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-

tion with respect to the classification
of pacemaker programmers:

1. Identification: A pacemaker pro-
grammer Is a device used to change
noninvasively one or more of the elec-
trical operating characteristics of a
pacemaker.

2. Recommended classification: Class
III (premarket approval). The Panel
recommends that premarket approval
of this device be a low priority.

3. Summary of reasons for recom-
mendation: Because the Panel recom-
mends that pacemakers be classified
into class III, they also recommend
class III for pacemaker programmers.
The Panel believes that premarket ap-
proval is necessary to assure the safety
and effectiveness of this life-support-
ing device. The Panel noted that be-
cause this device must be designed to
operate with a specific pacemaker as a
system, the same level of control is
necessary for both deviced, The Panel
believes that general controls alone
would not provide sufficient control
over the performance characteristics
of this device. The Panel believes that
a performance standard would not
provide reasonable assurance of the
safety and effectiveness of the device
and, moreover, that there are insuffl-
cient data to establish a standard to
provide such assurance.

4. Summary of data on which the
recommendation Is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and bn their personal knowl
edge of, and experience with, the
device.

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophyslology of
the heart, leading to the onset of car-
diac arrhythmias. (b) Improper pace-
maker operation: Inadequate design of
the device's programming function can
cause the pacemaker to lose its sensing
or pacing ability, or to pace at an im-
proper rate. (c) Mlsdiagnosis: Inad-
equate design of the device's ability to
sense pacemaker function can lead to
the generation of inaccurate diagnos-
tic dat4. If inaccurate diagnostic data
are used in managing the patient, the
physician may prescribe a course of
treatment that places the patient at
risk unnecessarily. (d) Inability to
change pacing therapy: Inadequate
matching of the programmer to the
pacemaker could lead to a situation
where the pacemaker could not be
programmed, thereby preventing a
needed change in pacing therapy and
placing the patient at risk unnecessar-
ily.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's reconimendation and is pro-
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posing that the pacemakqr program-
mer be classified into class III (pre-
market approval). The Commissioner
believes the device is purported or rep-
resented to be for a use (maintaining

- heart function by electrical stimula-
tion) in supporting or sustaining
human life. The Commissioner also
believes the device is purported or rep-
resented to be for a use in controlling
the electrical output of a programma-
ble implanted pacemaker which is of
substantial importance in preventing
impairment of human 'health. The
Federal Food, Drug, and Cosmetic Act
requires the Commissioner to classify
a life-supporting or life-sustaining
device into class m unless the Com-
missioner determines that premarket
approval is not necessary to provide
reasonable assurance of the device's
safety and effectiveness. In this case,
the Commissioner has determined
that premarket approval is necessary.
The Commissioner believes that insuf-
ficient information exists to determine
that general controls will provide rea-
sonabl6 assurance of the safety and ef-
fectiveness of the device and that in-
sufficient information exists to estab-
lish a performance standard to provide
this assurance.

Therefore, under the Federal Food-
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c,371(a))) and under au-
thority. delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart D by adding new
§ 870.3700 as follows:

§ 870.3700 Pacemaker programmer.
(a) Identification. A pacemaker pro-

grammer is a device used to change
noninvasiv ely -one or more of the elec-
trical operating characteristics of a
pacemaker.

(b) Classficatiom Class EI (premar-
ket approval).
-Interested persons may, on or before

May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, excejt that individuals
may submit single copies of comments,
and shall be identified with the Hear:
ing' Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours

- of 9 a.m. and-4 pm., Monday through
Friday.

Dated: February 26, 1979.

JOSEPH P. HI.,
.Associate Commissionerfor

Regulatory Affairs.

iR Doc. 79-6194 Filed 3-i-79; 8:45 am]

[4110-03-M]
[21 CFR Part 870]

[Docket No. 78N-1500]

MEDICAL DEVICES

Classlficatlon of Pacemaker Repair and
Replacement Materials

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is Issuing for
public comment a proposed regulation
classifying pacemaker repair and re-
placement materials into class III (pre-
market approval). The FDA Is also
publishing the recommendation of the
Cardiovascular Device Classification
Panel that the device be classified into
class III. The effect of classifying a
device into class III Is to provide for
each manufacturer of the device to
submit to FDA a premarket approval
application at a date to be set in a
future regulation. Each application in-
cludes information concerning safety
and effectiveness tests of the device.
After considering public comments,
FDA will Issue a final regulation clas-
sifying the device. These actions are
being taken under the Medical Device
Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of Its publi-
cation in the FEDERAL RErsvrn

ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, RockvUle, MD 20857.
FOR FURTHER INFORMATION
CONTACT.

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450). Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., SilVer
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PAiL REcomuExxior;ON

A proposal elsewhere in, this issue of
the FEDRaL REuosR provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-

-tion with respect to the classification
of pacemaker repair and replacement
materials:

1. Identification: Pacemaker repair
and replacement materials are adhe-
sives, sealants, screws, crimps, and
other materials used to repair a pace-
maker lead or to reconnect a pacemak-

er lead to a pacemaker pulse gener-
ator.

2. Recommended classification: Class
If1(premarket approval). The Panel
recommends that premarket approval
of this device be a medium priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that pacemaker repair and replace-
ment materials be classified into Class
III because these materials are im-
planted in the human body and serve
to connect or aid in the connection of
the vital link between a pacemaker
pulse generator and a pacemaker lead.
The connection function of the device
is life-supporting because it maintains
the conduction of the pacing pulse.
The Panel believes that general con-
trols alone would not provide suffi-
cient control over the performance'
characteristics of this device. The
Panel also believes that a performance
standard would not provide reasonable
assurance of the safety and effective-
ness of the device and, moreover,.that
there is not sufficient information to
establish a standard to provide such
assurance. The Panel believes that
premarket approval is necessary to
assure the safety and effectiveness of
this device.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device, the life-supporting function of
this implanted device, and their per-
sonal knowledge of, and experience
with, the device.

5. Risks to health: (a) Tissue
damage: If the biocompatibility of the
materials used in this device is inad-
equate, damage to the surrounding
tissue may result. (b) Loss of pacing
function: Failure to seal the lead prop-
erly could allow the intrusion of fluid
into the pacemaker connection. This
could in turn lead to a loss of pacing
function through electrical leakage at
the connector or through an interrup-
tion of the electrical path from the
pulse generator to the lead.

PROPOSED CLAssinICArIO=

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the pacemaker repair and
replacement materials be classified
into class I (premarket approval.
The Commissioner believes the device
is purported or represented to be for a
use (maintaining heart function by
electrical stimulation) in supporting or
sustaining human life. The device is
intended to be implanted in the
human body. The Federal Food, Drug,
and Cosmetic Act requires the Com-
missioner to classify an implant or a
life supporting or life sustaining device
into class III unless the Commioner
determines that premarket approval is
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not necessary to provide reasonable as- classifying pacemaker- electrode func-
surance of the device's safety anal ef-. -tion testers into class II (performance
fectiveness. In this case, the Commis- standards). The FDA is also publish-
sioner has determined that premarket ing the recommendation of the Car-
approval is iecessary. The Commis- diovascular Device , Classification
sioner believes that insufficient info- Panel that the device be classified into
mation exists to determine that gener- class II. The effect of classifying' a
al controls will provide reasonable as- device into class H is to provide for th6
surance of the safety and effectiveness future development of one or more
of the device and that insufficient in- - performance standards to assure the
formation exists to establish a per- safety and effectiveness of the device.
formance stajidard to provide this as- After considering public comments,
surance. - FDA will issue a final regulation clas-

Therefore, under the Federal Food, sifying the device. These actiors are
Drug,' and Cosmetic Act (sees. 513, being taken under the Medical Device
701(a), 52 Stat. 1055, 90 Stat. 540-546 Amendments o-1976.
(21 U.S.C. 360e,-371(aW) and under au-
thority delegated to him (21 CFR 5.1), PATES: Comments by May 8, 1979.
the Commissioner proposes to amend The Commissioner of Food and Drugs
Part 870 in Subpart D by adding new proposes that the final regulation
§ 870.3710 a follows: based on this proposal become effec-

8 0 ltive 30 days after the date of its publi-
§ 870.3710 Pacemaker repair and replace- cation in the FEDERAL REGISTER.

ment materials. ADDRESS: Written comments to the
(a) Identification. Pacemaker repair Hearing Clerk (HFA-305), Food and

and replacement materials are adhe- Drug Administration, Rm. 4-65, 5600
sives, sealants, screws, crimps, and Fishers Lane, Rockville, MD 20857.
other materials used to repair a pace-
maker lead or to reconnect a pacemak-
er lead to a pacemaker pulse gener-
ator.

(b) Classification. Class III (premar-
ket approval).

Interested persons may, on or before
May 8, 1979 submit to the Hearing,
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 29857, 'written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JOSEPH P. HIL,

Associate Commissioner for
RegulatoryAffairs.

[FR Doe. 79-6195 Filed 3-8-79; 8:45 am]

[411003-M]

[21 CFR Part 8701

[Docket No. 78N-1501]

MEDICAL DEVICES
Classification of Pacemaker Electrode Function'

Testers

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is, issuing for
public comment a proposed regulation

FOR FURTHER INFORMATION
CONTACT:.

Glen A. Rahmoeller, Bureau of
Medical Devices (HFK-450), 'Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOwmENDATION

A proposal-elsewhere in this issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisbry committe,
made the following recommendation
with respect to the classification of
pacemaker'electrode function testers:

1 Identification: A pacemaker elec-
trode function tester is a device which
is connected to an ihplanted pacemak-
er lead that supplies an accurately
calibrated, variable pacing pulse for
measuring the patient's pacing thresh-
old arid the intracardiac R-wave poten-
tial.

2. Recommended classification: Class
II (performance standards). The Panel
recommends ,that establishing a per-
formance standard for this device be a
medium priority.

3. Summary of reasons for recom-
mendation: The panel recommends
that pacemaker .electrode function
testers be classified into class II be-
cause this device is neither life-sup-
porting nor life-sustaining, but is po-
tentially hazardous to life or health
even when properly use. Failure of the
device to accurately measure pacing
threshold can lead to pacing failures
due to excessive or insufficient charge,
ene~gr, or current delivered through

the electrode. This device is attached
to the body through the pacemaker
electrode lead and is'used In a clinical
environment where excessive leakage
current can be a serious lazard. Thus
the electrical characteristics of this
device, e.g., electrical leakage current,
need to meet certain requirements.
Performance characteristics including
accuracy and reproducibility and any
limitations on the device's ability to
measure pacing threshold and R-Wave
amplitude should be maintained at a
generally accepted satisfactory level
and should be made known to the user
through special labeling. Although the
device releases an acceptable level of
energy into the body when function-
ing properly, unsafe energy levels may
be released if the device malfunctions.
The device Is used with other devices
In a system that may be hazardous If
not satisfactorily assembled, used, and
maintained. The Panel believes that
general controls alone would not pro-
vide sufficient control over the per-
formance and electrical characteristics
of this device. The Panel believes that
a performance standard will provide
reasonable assurance of the safety and
effectiveness of the device and that
'there Is sufficient Information to es-
tablish a standard to provide such as-
surance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device..5. Risks to health: (a) Misdlagnosls:
If the zero or calibration of the device
is inaccurate or unstable, the device
may generate inaccurate diagnostic
data. If inaccurate diagnostic data are
used.in managing the patient, the phy-
sician may prescribe a course of treat-
ment that places the patient at risk
unnecessarily. (b) Cardiac arrhyth-
mias: Excessive charge, energy, or cur-
rent supplied to the heart because of
inaccurate calibration, or a sensing
failuie (for inhibited type pacemakers)
due to inaccurate calibrationi-can
result in cardiac arrhythmias. Also, ex-
cessive electrical leakage current can
disturb the normal electrophyslology
of the heart, thus leading to the onset
of cardiac arrhythmias.

PIOPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-

- posing that the pacemaker electrode
function tester be classified into class
II (performance standards). The Com-
missioner believes that performance
standard is necessary for this device
because general controls by them-
selves are insufficient to control the
risks to health. A performance stand-
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ard would provide reasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-
lieves that there is sufficient informa-
tion to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegat6d to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart D by adding new
§ 870.3720 as follows:

§870.3720 Pacemaker electrode fsinctiontester.

(a) Identification. A pacemaker elec-
trode function'tester is a device which
is connected to an implanted pacemak-
er-lead that supplies an accurately
calibrated, variable pacing pulse for
measuring the patient's pacing thresh-
old and the intracardiac R-wave poten-
tial.

(b) Classirwation. Class 11 (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-'
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, -1979.
JOSEPH P. HITE,

Associate Commissio-nerfor
Regulatory Affairs.

EFR Doc._79-6196 Filed 3-8-79; 8:45 am]

[41 10-03-M]

[21 CFR Part 870]

[Docket No. 78N-15023
MEDICAL DEVICES

Classification of Pacemaker Service Toots

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying pacemaker service tools
into class I (general controls). The
FDA is also publishing the recommen-
dation of the Cardiovascular Device
Classification Panel that the device be
classified into class I. The, effect of

PROPOSED RULES

classifying a device into class I is to re-
quire that the device meet only the
general controls applicable to all de-
vices. After considering public corn-
ments, FDA will Issue a final regula-
tion classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of Its publi-
cation in the FEmEL REraSGsR.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
-Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, M1D 20857.
FOR FURTHER INFORMATION
CONTACT.

Glenn A. Iahnoeller, Bureau of
Medical Devices (HFK-450). Food
and Drug Administration, Depart-
ment of Health. Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, ID 20910, 301427-7559.

SUPPLEMENTARY INFORMATION:

PANiL RECOLIENDATEO21

A proposal elsewhere in this Issue of
the F~mRA REa;rsTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of pacemaker service tools:

1. Identification: Pacemaker service
tools are devices, such as screwdrivers
and Allen wrenches, used to repair a
pacemaker lead or to reconnect a pace-
maker lead to a pacemaker generator.

2. Recommended classification: Class
I (general controls). The Panel recom-
mends that there be no exemption.

3. Summary of reasons for recom-
mendation: The Panel recommends
that pacemaker service tools be classi-
fied into class I because the deQVce Is
composed of a variety of mechanical
tools that are neither life-sustaining
nor life.supporting and present no po-
tential hazard to health when proper-
ly used. The materials used in the
device are generally acceptable and
need no special control requirements.
The Panel believes that general con-
trols are sufficient to assure the safety
and effectiveness of the device.

4. Summary of data on which recom-
mendation is based: the Pdnel based
its recommendation upon the lack of
potential hazards associated with the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: None Identified.
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PROPOSED CLASSIICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that pacemaker service tools be
classified into class I (general con-
trols). The Commissioner believes that
general controls are sufficient to pro-
vide reasonable assurance of the
safety and effectiveness of the device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commlssoner proposes to amend
Part 870 in Subpart D by adding new
§ 870.3730 as follows:

§ 870.3730 Pacemaker service tools.
(a) Identifcation. Pacemaker service

tools are devices such as screwdrivers
and Allen wrenches, used to repair a
pacemaker lead or to reconnect a pace-
maker lead to a pacemaker generator.

(b) Classification. Class I (general
controls).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockvlle, MD 20857, written
comments regarding this proposal
Four copies of all comments shall be
submitted, except that individuals
may submit single ropies of comments,
and shall be Identified with the Hear-
Ing Clerk docket number found in
brackets in the heading of this docu-
mezit. Received comments may be seen
In the above office between the hours
of 9 am. and 4 pm., Monday through
Friday.

Dated: February 26, 1979.
JosEPH P. Hnz,

Associate Commissioner
for Regu latoryj Affairs.

[FR Doc. 79-6197 Fied 3-8-79; 8:45 am]

[41 10-03-M]

[21 CFR Part 870]

[Docket No. 78N-1503]

MEDICAL DEVICES

Classification of Annuloplasty Rings

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed Rule.
SUMMARY: The Food and.Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying annuloplasty rings into
class I (premarket approval). The
FDA is also publishing the recommen-
dation of the Cardiovascular Device
Clas:lflcatlon Panel that the device be
classified into class III. The effect of
classifying a device into class II[ is to
provide for each manufacturer of the
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device to submit to FDA a premarke;
approval application at a date to beset
in a future regulation. Each applica-
tion includes information concerning
safety and effectiveness tests of the
device. After considering public com-
ments, FDA will issue a final regula-
tion classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendfients of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes; that the final regulation
based on this proposal become effec-
tive 30 days after the date of 'its publi-
cation In the FEDERAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of "Health, Education, and
Wefare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATIONM

PANEL RECOMMENDATION

A proposal elsewhere in this issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of annuloplasty rings:

1. Identification: An annuloplasty
ring is a rigid or flexible ring implant-
ed around the mitral or tricuspid
heart valve for reconstructive treat-
ment of valvular Insufficiency.

2. Recommended classification: Class
III (premarket approval). The Panel
recommends that premarket approval
of this device be a high priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the annuloplasty ring be classi-
fied into class III because the device is
implanted and is life-supporting. The
Panel believes that premarket approv-

' al is necessary to assure the safety and
effectiveness of this implanted device.
The device Is used for correction of
valvular insufficiency and, if not de-
signed properly, it presents a potential
unreasonable risk of illness, injury, or-
death. The Panel also believes that a
performance standard would not pro-
vide reasonable assurance of the
safety and effectiveness of the device
and, moreover, that there is not suffi-
cient information to establish a stand-
ard to provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation

. PROPOSED RULES

on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5.' Risks to health: (a) Tissue and
blood damage: If the materials, sur-
face finish, or cleanliness of this
device are inadequate, damage to the
blood and tissue may result. (b>
Thromboembolism: Inadequate blood
compatibility of the materials used in
this device and inadequate surface
finish and cleanliness may lead to, po-
tentially debilitating or fatal throm-
boemboli. (c) Embolism: Pieces of the
ring that break or flake off may form5
potentially debilitating or fatal-
emboli. (d) Dilation of the heart even-
tually leading to intractable heart fail-
ure: If the mechanical design of the
device does not provide an adequate
means of correcting valvular insuffi-
ciency the condition will persist caus-
ing dilation of the heart and eventual
ly leading to intractable heart failure.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the annuloplasty ring be
classified into class III (premarket ap-
proval). The Commissioner believes
the device is purported or represented
to be for a use (correction of heart
valve insufficiency) in supporting or
sustaining human life. The device is
intended to be implanted in the
human body. The Food, Drug, and
Cosnmetic Act requires the Commis-
sioner to classify an implant or a life
supporting or life sustaining device
into class III unless the Commissioner
determines that premarket approval is
not necessary to provide reasonable as-
surance of the device's safety and ef-
fectiveness. In this case, the Commis-
sioner has determined that premarket
approval is necessary. The Commis-
sioner believes that insufficient infor-
mation exists to determine that gener-
al controls will provide reasonable as-
surance of the safety andkeffectiveness
of th6 device and that insufficient in-
formation exists to establish a per-
formance standard to provide this as-
surance.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
70(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated'to him (21 CFR 5.1)
the Commissioner proposes to amend
Part 870 in Subpart D by adding new
a870.3800 as follows:

§870.3800 Annuloplasty ring.
(a) Identification. An annuloplasty

ring is a rigid or flexible ring implant-
ed around, the mitral or tricuspid
heart valve for reconstructive treat-
ment of valvular insufficiency.

(b) Classification. Class III (premar-
ket approval.)

Interested persons may, on or before
May 8, 1979 submit to the" Hearing
Clerk (HFA-305), Fodd and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers,
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that Individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found In
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JOSEPH P. HILE,

Associate Commissionerfor
Regulatory Affairs,

EFR Doe. 79-6198 Filed 3-8-79: 8:45 aml

[41 10-03-M]
"[21 CFR Part 870]

[Docket No. 78N-15043

MEDICAL DEVICES

Classification of Carotid Sinus Nerve
Stlmulatorr

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed Rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying carotid sinus nerve stirnula-
tors into class III (premarket approv-
al). The FDA is also publishing the
recommendation of the Cardiovascular
Device Classification Panel that the
device be classified into class III. The
effect of classifying a device Into class
III is to-provide for each manufacturer
of the device to submit to FDA a pre-
market approval application at a date
to be set in, a future regulation. Each
application Includes Information con-
cerning safety and effectiveness tests
of the device. After considering public
comments, FDA will issue a final regu-
lation classifying the device. These ac-
tions are being taken under the Medi-
cal Device-Amendments of 1976.
DATES: Comments by May 8, 1979,
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of Its publi-
cation in the FEDERAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:
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Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMmENDATION

A proposal elsewhere in this issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the prbposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of carotid sinus nerve stimulators:

1. Identification: A carotid sinus
nerve stimulator is an implantable
device used to decrease arterial pres-
sure by stimulating Hering's nerve at
the carotid sinus.

2. Recommended classification: Class
III (premarket approval). The Panel
recommends that premarket approval
of this device be A low priority.

3. Summary of- reasons for recom-
mendation: The Panel recommends
that the carotid sinus nerve stimulator
be classified into class III because, al-
though this device is neither life-sup-
porting nor life-sustaining, it presents
a potential unreasonable risk to life or
health even when properly used and
because it is an implant. A carotid
sinus, nerve stimulator typically con-
sists of an implanted stimulator with
electrodes in contact with the carotid
sinus nerve. Materials used in the
device should meet a generally accept-
ed satisfactory level of tissue and
blood compatibility, including require-
ments for adequate surface finish and
cleanliness, which may affect the
degree of compatibility. The device
presents some potential hazards either
by electrical shock or through failure
to perform as a result of a power
source failure. Performance character-
istics, including accuracy, reproducibil-
ity, and any limitations on the device's
ability to reduce blodd pressure 'by
Hering's nerve stimulation, should be
maintained at a generally accepted
satisfactory level and should be made
known to the user through special la-
beling. The Panel believes that gener-
al controls alone would not provide
sufficient control over the perform-
ance characteristics of this device. The
Panel also believes that a performance
standard would not provide reasonable
assurance of the safety and effective-
ness of the device and that there is not
sufficient information to establish a
standard to provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-

PROPOSED RULES

edge of, and experience with, the
device.

5. Risks to health: (a) Tissue and
blood damage: If the materials, sur-
face finish, or cleanliness of this
device are inadequate, damage to the
blood and tissue may result. (b) Inabil-
ity to control blood pressure: Failure
of the device to stimulate properly can
prevent effective control of elevated
blood pressure.

PROPOsED CLASSnICATION
The Commissioner agrees with the

Panel's recommendation and is pro-
posing that the carotid sinus nerve sti-
mulator be classified into class I
(premarket approval). The Commis-
sioner'belleves the device is purported
or represented to b6 for a use in con-
trolling chronic high blood pressure,
which is of substantial importance in
preventing impairment of human
health.. The device is Intended to be
implanted in the human body. The act
requires the Commissioner to classify
an implant into class III unless the
Commissloner -determines that pre-
market approval is not necessary, to
provide reasonable assurance of the
device's safety and effectiveness. In
this case, the Commissioner has deter-
mined that premarket approval is nec-
essary. The Commissioner believes
that insufficient Information exists to
determine that general controls will
provide reasonable assurance of the
safety and effectiveness of the device
and that insufficient information
exists to establish a performance
standard to provide this assurance.

REERENncEs

The following information has been
placed in the office of the Hearing
Clerk (address above), and may be
seen by interested persons, from 9 an.
to 4 p.m., Monday through Friday.

1. Stephenson. H. E., "Cardiac Arrest and
Resuscitation." C. V. Mosley Co.. St. Louis,
pp. 413-414, 1974.

2. Levy, M4 N. and Ziesks. "Factorial Anal-
ysis of the Cardiovascular Response to Ca-
rotid Sinus Nerve Stimulation." Annals of
Biomedical Engineering, 4111-127.1976.

3. Schwartz. S. I., L. S. C. Griffith, A. Nels-
tadt, and N. Hagfors. "Chronic Carotid
Sinus Nerve Stimulation In the Treatment
of Essential Hypertension," American Jour-
nal of Surgery, 114:5-15. 1967.

Therefore, under the Federal Food,
Drug, and Cosmetic -Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1).
the Commissioner proposes to amend
Part 870 in Subpart D by adding new
§ 870.3850 as follows:

§ 870.3850 Carotid sinus nerve stimulator.
(a) Idehtification. A carotid sinus

nerve stimulator is an implantable
device used to decrease arterial pres-
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sure by stimulating Hering's nerve at
the carotid sinus.

(b) Classification. Class III (premar-
ket approval).
' Interested persons may, on or before
May 8, 1979 submit to the Hearing"
Clerk (HPA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 anm. and 4 pxm., Monday through
Friday.

Dated: February 26, 1979.
JosEPH P. R=,

Associate Commissioner
forRegulatoryAffairs.

FR Do. 79-6199 FIled 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Part 8701

[bocket No. 78N-1505]

MEDICAL DEVICES

Classification of Replacement Heart Valves

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying replacement heart valves
into class MI (premarket approval).
The FDA is also publishing the recom-
mendation of the Cardiovascular
Device Classification Panel that the
device be classified into class MI. The
effect of classifying a device be classi-
fied into class III is to provide for each
manufacturer of the device to submit
to FDA a premarket approval applica-
tion at a date to be set in a future reg-
ulation. Each application includes in-
formation concerning safety and effec-
tiveness tests of the device. After con-
sidering public comments, FDA will
issue a final regulation classifying the
device. The actions are being taken
under the Medical Device Amend-
ments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final iegulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER.

ADDRESS: Written cbmments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
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FOR FURTHER . 'INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL-REcOiLMENDATION

A proposal elsewhere in this issue of
the FEDERAL RESISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of replacement heart valves:

1. Identification: A replacement
heart valve is a device intended to per-
form the function of any of the
heart's natural valves. This generic
device class includes valves construct-
ed of prosthetic materials, biologic
valves (e.g., porcine valves), or valves
constructed of a combination of pros-
thetic and biologic materials.

2. Recommended" classification: Class
III (premarket approval). The Panel
recommends that premarket approval
of this device by a hfgh priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the replacement heart valve be
classified into class III because this,
device Is an implant that is life-sup-

-porting and life-sustaining. Materials
used in the device should meet a gen-
eralfy accepted satisfactory level of
tissue and blood compatibility,.includ-
ing requirements for adequate surface
finish and cleanliness, which may
affect the degree of compatibility. Per-
f6rmance characteristics, including
blood flow properties and mechanical
strength, should be maintained at a.
generally accepted satisfactory level
and should be made known to the user
through special labeling. The Panel
believes that general controls alone
would not provide sufficient control
over the performance characteristics
of this device. The Panel believes that
a, performance standard would not
provide reasonable assurance of the
safety and effectiveness of the device,
that there is not sufficient informa-
tion to establish a standard to provide
such assurance and, therefore, that
preinarket approval is necessary for
this device.

4. Summary of data on. which recom-
mendation is based: the Panel mem-
bers based their recommendation on
the potential hazards associated with
the Inherent properties of the device
and on their personal knowledge of,
and experience with, the device. In ad-
dition, the Panel found further sup-
port for their recommendation in the

PROPOSED RULES

medical literature. Because the Panel
conducted an extensive literature
search In the medical literature, only a
small sample of the literature re-

.viewed is cited here (Refs. 1 through
10).

5. Risks to health: (a) Tliromboem-
bolism: Inadequate blood compatibil-
ity of the materials used in this device
and inadequate surfact finish and
cleaniness may lead to potentially de-
bilitating or fatal thromboemboli. (b)
Excessive regurgitation, excessive he-
molysis, improper hemodynamic oper-
ation, excessive obstruction, and valve
degeneration: Poor valve design can
cause one or more of these conditions.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the replacement heart
valve be classified into class II ) pre-
market approval).

The Commissioner believes the
device is purported or represented to
be for a use (correction of heart valve
defects) in supporting or sustaining
human health. The device is intended
to be implanted in the. human body.
The Federal Food, Drug, and Cosmetic
Act requires the Commissioner to clas-
sify an implant or a life-supporting or
life-sustaining device into class III
unless the Commissioner determines
that premarket approval. is not neces-,
sary to provide reasonable assurance
of the device's safety and effective-
ness. In this case, the Commissioner
has determined that premarket ap-
proval is necessary. The Commissioner
believes that insufficient information
exists to determine that general con-
trols will provide reasonable assurance
of the safety and effectiveness of the
device and that insufficient informa- '
tion exists. to establish a.performance
'standard to provide this assurance.

REFERmENCS

The following information has been
placed in the office of the Hearing
Clerk (address above) and may be seen.
by interested persons, from 9 a.m. to 4
p.m., Monday through Friday.

1. Chun, P. K. C. and W. P. Nelson,
"Common Cardiac Prosthetic Valves,? Jour-
nhl of the American Medical Association,
238(5):401-403, 1977.

2. Cuddihy, E. F., et al., "In Vivo Degrada-
tion of Silicone Rubber Poppets in Prosthet-
ic Heart Valves," JournaL of Biomedical Ma-
terials Research, 10:471-481, 1976.

3. Elster, S. K., et al., "Hemophilus Aphro-
philus Endocarditis: Review of 23 Cases,"
American Journal of Cardiology, 35:72-79,
1975.

4. Bristion, J. D. and E. I, Kremkaw, "He-
modynamic Changes after Value Replace-
ment with Starr-Edwards Prosthesis,"
American Journal of Cardiology, 35:716-724,
1975.

5. Lee, S. J. K., et al., "Long-Term Surviv-
al After Aortic Value Replacement Using

Smeloff-Cutter Prosthesis." Circulation,
52:1132-1137, 1975.

6. Kloster, F. E., "Diagnosis and Manage.
ment of Complications of Prosthetic Heart
Valves," American Journal of Cardiology,
35:875-885, 1975.

7. Roberts, W. C., M. 0. Fishbein, and A.
Golden, "Cardiac Pathology After Valve Re-
placement by Disc Prosthesis." American
Journal of Cardiology, 35:740-760, 1975.

8. Ionescu, M. I., et al., "Long.Term Evalu.
ation of Tissue Valves," Journal of Thoracic
and Cardiovascular Surgery, 68(3):361-379,
1974.

9. Suwansirikul, S., et al., "Late Thrombo-
sis of Starr-Edwards Tricusplal Ball Valve
Prosthesis," American Journal of Cardiolo-
gy, 34:737-740, 1974.

10. BJork, V. 0,, A. Henze. and A. Holn-
gren, "Five Year's Experience with the
BJork-Shiley Tilting Disc Valve In Isolated
Aortic Valvular Disease," Journal of Thorac.
ic and Cardiovascular Surgery, 68(3):393-
404, 1974.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart D by adding new
§ 870.3925 as follows:

§ 870.3925 Replacement heart valve.

(a) Identification. A replacement
heart valve is a device Intended to per-
form the function of any of the
heart's natural valves. This generic
device class includes valves construct-
ed of prosthetic materials, biologic
valves (e.g., porcine valve), or valves
constructed of a combination of pros-
thetic and biologic materials.

(b) Classification. Class III (premar.
ket approval).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 2085T, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except 'tHat Individuals
may submit single copies of comments,
and shall be identified with the Hear.
ing Clerk docket number found In
brackets in the heading of this docu.
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday. '-

Dated: February 26, 1979.
JOSEPH P. HIL,

Associate Commissionerfor
Regulatory Affairs.

[FR Doec. 79-6200 Filed 3-8-79: 8:45 an]
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[21 CFX Part 870]

EDocket No. 78N-1506]

MEDICAL DEVICES

Classification of Prosthetic Heart Valve
Holders

AGENCY: Food and Drug Administra-
tion.

ACTION: Proposed Rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying prosthetic heart valve hold-
ers into class Ir (performance stand-
ards). The FDA is also publishing the
recommendation of the Cardiovascular
Device Classification Panel that the
device be classified into class II. The
effect of classifying a device into class
II is to provide for the future develop-
ment of one or more performance
standards to assure the safety and ef-
fectiveness of the device. After consid-
ering public comments, FDA will issue
a final regulation classifying the
device. These actions are being taken
under the Medical Device Amend-
ment of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGIsTER.

ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockvlle, MD 20857.
FOR FURTHER INFORMATION
CONTACT.

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and
Wefare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOLUENDATION

A proposal elsewhere in this issue of
the FEDERAm REGISEa provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of prosthetib heart valve holders:

1. Identification: A prosthetic heart
valfe holder is a device used to hold a
replacement heart valve while it is
being sutured into place.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
medium priority.

PROPOSED RULES

3. Summary of reasons for recom-
mendation: The Panel recommends
that the prosthetic heart valve holder
be classified into class II because the
device is neither life-supporting nor
life-sustaining but is potentially haz-
ardous to life or health even when
properly used. The device Is used with
other devices in a system that may be
hazardous if not assembled, used, and
maintained in a satisfactory fashion.
The device should be designed so that
it will not cause damage to the re-
placement heart valve. The Panel be-
lieves that general controls alone
would not provide sufficient control
over the performance characteristics
of this device. The Panel believes that
a performance standard will provide
reasonable assurance of the safety and
effectiveness of the device and that
there is sufficient Information to es-
tablish a standard to provide such as-
surance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated

-with the Inherent properties of the
device and on their personal knowl-
edge of. and experience with, the
device.

5. Risks to health: Valve failure: Re-
placement valve damage, causing the
valve to function Improperly or to
have a shortened service life, can be
caused by poor mechanical design of
the valve holder and by use of incom-
patible materials for the valve and
valve holder. If the replacement valve
is damaged, valve failure and the ne-
cessity for a hazardous corrective reo-
peration may occur.

PRoPosED CLASSMCATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the prosthetic heart valve
holder be classified into class II (per-
formance standards). The Commis-
sioner believes that a performance
standard is necessary for this device
because general controls by them-
selves are Insufficient to control the
risks to health. A performance stand-
ard would provide reasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-
lieves that there is sufficient informa-
tion to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device. Although
prosthetic heart valve holders are used
both as diagnostic devices and as mon-
itoring devices, they will be listed in
the Code of Federal Regulations
under cardiovascular monitoring de-
vices because monitoring is the more
common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
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thority delegated to him (21 CFR 51),
the Commissioner proposes to amend
Part 870 in Subpart D by adding new
§ 870.3935 as follows:

§ 870.3933 Prosthetic heart valve holder.
(a) Identification. A prosthetic heart

valve holder is a device used to hold a
replacement heart valve while it is
being sutured into place.

(b) Classification. Class II (perform-
ance standards).

IntereGted persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
minitrtion, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets In the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 am. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.

JosPmH P. HmE,
Associate Commissionerfor

Regulatory Affairs.
[FR Doc. 79-6201 Piled 3-8-79; 8:45 am]

[4110-03-M]

[21 CI Part 8701

(Docket No. 78N-1507]

MEDiCAL DEVICES
aislficalon of Prosthetic Heart Valve Sizers

AGENCY: Food and Drug Administra-
tion.

ACTION: Proposed Rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying prosthetic heart valve
sizers into clss II (performance stand-
ards). The FDA is also publishing the
recommendation of the Cardiovascular
Device classification Panel that the
device be classified into class IL The
effect of classifying a device into class
II Is to provide for the future develop-
ment of one or more performance
standards to assure the safety and ef-
fectiveness of the device. After consid-
ering public comments, FDA will issue
a final regulation classifying the
device. These actions are being taken
under the Medical Device Amend-
ments of 1976.
DATES: Comments by May 8, "1979.
The Commissioner of Food and Drugs
proposes that the, final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEaRAL RxGIsTrr.
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ADDRESS: Written-comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65,-5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION'
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION

A proposal elsewhere in this issue of
the FEDERA.L REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, and FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of prosthetic heart valve sizers:

1. Identification: A prosthetic heart
valve sizer is a device used to measure
the size of the natural valve opening
to determine the size of the appropri-
ate replacement heart valve.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be'a
medium priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that heart valve sizers be classified
into class II because this device is nei-
ther. life-supporting nor life-sustain-
ing, but is potentially hazardous to life
or health even when properly used. If
the device is inadequate for accurate
and -precise determination of proper
valve size, the resulting misdiagnosis
could have a significant negative
effect on the patient's health. Materi-
als used in the device should meet a
generally accepted satisfactory level of
tissue and blood compatibility, Includ-
ing requirements for adequate surface
finish and cleanliness, which may
affect the degree of compatibility. Per-
formance characteristics, including ac-
curacy, reproducibility, and any limi-
tations on the device's ability to meas-
ure heart valve size should be main-
tained at a generally accepted satisfac-
tory level and should be made known
to the user through special labeling.
The Panel believes that general con-
trols alone would not provide suffi-
cient control over the performance
characteristics of this device. The
Panel believes that a performance
standard will provide reasonable assur-
ance of the safety and effectiveness of
the device and that there is sufficient
information to establish a standard to
provide such assurance. ,

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation

PROPOSED RULES

on the potential hazards associated
with the inherent properties of the
device and of their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: -(a) Implantation
of an inappropriate size valve: The
valve sizer should reflect the total di-
ameter of the valve, including the
sewing collar and the diameter of the
valve orifice, with 'sufficient dimen-
sional accuracy and tolerance to pro-
tect against implantation of an im-
properly sized valve.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the prosthetic heart valve
sizer be classified into class II (per-
formance standards). The Commis-
sioner believes that a performance
standard is necessary for this device
because general controls by them-
selves are insufficient to control the
risks to health. A performance stand-
ard would provide reasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-
lieves that there-is sufficient informa-
tion to establish a standard to provide
reasonable assurance of the safety, and
effectiveness of the device. Although
prosthetic valve sizers are used both as
diagnostic devices and as monitoring
devices, they will be listed in the Code
of Federal Regulations under cardio-
vascular monitoring, devices because
monitoring is the more common use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat 540-546
(21 U.S.C.-360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart D by adding new
§ 870.3945 as follows:

§ 870.3945 Prosthetic heart valve sizer.
(a) Identification. A prosthetic heart

valve sizer is a device used to measure
the size of the natural valve opening
to determine the size of the appropri-
ate replacement heart valve.

(b) Classification. Class II (perform-
ance standards). -

Interested persons may, or or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Land, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted,. except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JOSEPH P. HILE,

"Associate Commissioner for
Regulatory Affairs

[FR Doc. 79-6202 Filed 3-8-79; 8:45 am]

[41,10-03-M]

[21 'CFR Part 870]

[Docket No. 78N-1508]

MEDICAL DEVICES
Classification of Endomyocardial Biopsy

Devices

AGENCY: Food and Drug Administra-
-tiodis,
ACTION: Proposed Rule.

SUMMARY: The Food and Drtg Ad-
ministration (FDA) Is Issuing for
public comment a proposed regulation
classifying endomyocardial biopsy de-
vices into class tI (performance stand-
ards), The FDA is also publishing the
recommendation-of the Cardiovascular.
Device Classification Panel that the
device be classified into class II. Thie
effect of classifying a device Into class
II Is to provide for the future develop.
ment of one or more performance
standards to assure the safety and ef-
fectiveness of the device. After consid-
ering public comments, FDA will Issue
a final regulation classifying the
device. These actions are being taken
under the Medical Device Amend-
ments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 dais after the date of Its publi-
cation in the FsmUL REGISTER,
ADDRESS:'Written comments to the
Hearing' Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
FishersLane, Rockville, MD 20857,
FOR, FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLE;MENTARY INFORMATION:

PANEL RECOMMENDATION

A proposal elsewhere Is this issue of
the FEDEAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of endomyocardial biopsy devices:

1. Identification: An endomyocardlal
biopsy device Is a device used to
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remove samples of tissue fr6m the
inner wall of the heart.

2. Recommended classification. Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
low priority.

3. Summary of reasons for recom-
mendaton: The Panel recommends
that the endomyocardial biopsy device
be classified into class II because this
device is neither life-supporting nor
life-sustaining, but is potentially haz-
ardous to life or health even when
properly used. Because the device is
placed directly in contact with the
bloodstream it should be designed and
constructed to minimize disruption of
normal blood flow and foreign body
reactions. Materials used in the device
should meet a generally accepted satis-
factory level of tissue and blood com-

--patibility, including requirements for
adequate surface finish and cleanli-

, nesg, which may affect the degree of
compatibility. Performance character-
istics, including any limitations on the
device's ability to safely. obtain a
biopsy specimen, should be maintained
at a generally accepted satisfactory
level and should be made known to
the user through special labeling. The
Panel believes that general controls
alone would not provide sufficient con-
trol over the performance characteris-
tics of this device. The Panel believes
that a performance standard will pro-
vide reasonable assurance of the
safety and effectiveness of the device
and that there is sufficient informa-
tion to establish a standard to provide
such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device. In addition, the Panel found
further support for their recommenda-
tion in .the medical literature. Use of
an endomyocardial biopsy device was
first described by Sakakibara and
Konno in 1962 (Ref. 1). Since that
time, the device has been modified by
others (Refs. 2 through 5). Introduc-
tion of an endomyocardial biopsy
device involves the insertion of a biop-
tome (an instrument for removing a
small fragment of tissue) via a percu-
taneous catheter to the desired endo-
myocardial site in either the right or
left heart (Refs. 1 through 10). The
procedure of biopsy holds an estab-
lished place in medical practice, and
the efficacy of this biopsy device does
not appear to.be questioned (Refs. 1
through 10). The most serious hazards
associated with the use of this biopsy
device are perforation into and hemor-
rhage of the endomyocardial wall
(Refs. 6 through 8). Tricuspid perfora-

tion has been reported In dogs (Ref.
8). Perforation and hemorrhage can be
accompanied by pericardial tampon-
ade (compression of theheart due to
accumulation of fluid withih the sac
surrounding the heart) (Refs. 7 and 8),
which is an immediate life-threatening
complication. These hazards are pre-
dominately user-related and occur
most frequently when the bloptome is
advanced to the endomyocardial wall
with its Jaws closed. This configura-
tion apparently renders the shape of
the bioptome "bulletllke" and permits
endomyocardial entry even when mini-
mal pressure Is applied (Ref. 6). The
incidence of perforation and hemor-
rhage is significantly reduced by ad-
vancing the bioptome with Its Jaws
open. Other hazards associated with
the use of this device are embolization
and transient chest pain (Refs. 4. 5,
and 7). The incidence of embollzation
is apparently lower In patients who
are receiving anticoagulant drugs
(Refs. 5 and 7). Patients can experi-
ence chest pain either during or after
endomyocardial biopsy (ReL 7). The"most frequently occurring hazard re-
ported in the literature Is ectopy (a
heartbeat, originating from a location
in the heart other than the normal
originating location) (Refs. 1 through
8). Preventrlcular contractions (PVC's)
occur when the forceps engage the
myocardial wall The PVC's are usual-
ly isolated, but runs of PVC's and even
sustained ventricular tachycardas (ex-
tremely rapid heart rates) requiring
cardioversion (electrical shock used to
return the heart to its normal
rhythm) have been reported (Refs. 7
and 8). Temporary right bundle
branch block of 5 minutes duration
has been reported in dogs (Ref. 8). It
appears that biopsy of the right ven-
tricle is associated with more'compli-
cations and a higher failure rate than
is biopsy of the left ventricle (Ref. 7).
Although hazards associated with use
of this device are numerous and can be
serious or even fatal, they do not
appear to be frequent. One study of
164 patients (more than 1,000 biopsy
procedures) revealed a low incidence
of complications in both ventricles
(Ref. 7, table IV). A Stanford Universi-
ty study involving over 600 biopsy pro-
cedures demonstrated no significant
morbidity and no mortality associated
with the use of the endomyocardial
biopsy device.

5. Risks to health: (a) Thromboem-
bolism: Inadequate blood compatibil-
ity of the materials used in this device
and inadequate surface finish and
cleanliness may lead to potentially de-
bilitating or fatal thromboemboll. (b)
Embolism: Improper mechanical
design can cause premature release of
a biopsy specimen that then becomes
an embolus. (c) Damage to heart
tissue: Endomyocardial hemorrhage,

perforation of the heart, and cardiac
arrhythmias can all r6ult from im-
proper mechanical design.

PROPOSEM CLASSIzcA rN

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that.the endomyocardial biopsy
device be classified into class II (per-
formance standards). The Commis-
sioner believes that a performance
standard is necessary for this device
because general controls by them-
selves are insufficient to control the
risks to health. A performance stand-
ard would provide reasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-
lieves that there is sufficient informa-
tion to establish a standard to provide
such assurance. Although endomyo-
cardlal biopsy devices are used both as
diagnostic devices and as monitoring
devices, they will be listed in the Code
of Federal Regulations under cardio-
vascular monitoring devices because
monitoring is the more common use.

The following information has been
placed in the office of the Hearing
Clerk (address above) and may be seen
by interested persons, from 9 am. to 4
p.m., Monday through Friday.

1. Sakaklbara, S. and S. Konno, "Endo-
myocardlal Bilopsy: Japanese Heart Jour-
-lno 3(6):537-543, November 1952.

2. All. N.. "Tan venous Endomyocardal
Biopsy Using the Gastrointestinal Biopsy
(Olympus GFB) Cathete'," American Heart
Journal 87(3):194-197. March 1974.

3. Caves. P. K. and W. P. Schulz, et a!.
"New Instrument For Transvenous Cardiac
Biopsy." American Journal of Cardiology,
33:264-267. February 1974.

4. Richarson. P. J., "King's Endomyocar-
dial Bioptome," Lancet, 660-651, April 1974.

5. flawal. C. and Y. Kitaura. "New Endo-
myocardial Biopsy Catheter for the Left
Ventricle," American Journal of Cardiology.
40:63-65. July 1977.

6. Blaufuss, A. and D. Garner. et. al.
"Technique for Serial Right and Left Ven-
tricular Endomyocardlal Biopsy in Dogs"
Journal of Applied Physiologx 40(5):932-
835, May 1976.

7. Brooksy. L A. and B. S. Jenkins et al.
"Left Ventricular Endomyocardial Biopsy. 1:
De-sription and Evaluation of the Tech-
nique." CatheterLation and Cardiovascular
Diagnosis 3(2):115-121 1977.

8. Hlrota, Y L.. F. Khaja, and W_ H. Abel-
mann. "Effectiveness and Hazard of Endo-
myocardlal Biopsy In Dog Comparison of
Two Methods.." American Heart Journaf,
(92)667-72. Dec. 1976.
9-. Copeland. J. 0. and E. B. Stinson. et aL.

"Cardlac Transplantation ;at Stanford,"
Aca Chirurgica Belgium 76(3k:387-392.
May-June 1977.

10. Mackay. E. H. D. Pickerin. and W. A.
Littler. "Cardiac Biopsy In Childhood,- A -
chi es of Disease in Children. 52(10)-85-
789. October 1977.

Therefore, under the Federal Food;
Drug, and Cosmetic Act (secs. 513, -
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701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21. CFR 5.1),
the Commissioner proposes to amend
Part 870 by adding Subpart E and new
§ 870.4075 as-follows:

Subpart E-Cardiovascular Surgical Devices

§ 870.4075 Endomyocardial biopsy device.
(a) Identification. An endomyocar-

dial biopsy device is a device used-to
remove samples of tissue from the
inner wall of the heart.

(b) Classification. Class II (perform-
ance standards).

Interested persons mayon or before
May 8, 1979 submit to the Hearing
Clerk (HFC-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville,- MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that- individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of .9 a.m. and 4 p.m., Monday through
Friday.

Dated:-February 26, 1979.
JOSEPH P. HILE,

Associate Commissioner
- for RegulatoryAffairs.

EFR Doe. 79-6249 Filed 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Part 870]

[Docket No. 78N-1509]

,MEDICAL DEVICES

Classification of Cardiopulmonary Bypass
Accessory Equipment

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying cardiopulmonary bypass ac-
cessory equipment into class II (per-
formance standafds). The FDA is also
publishing the recommendation of the
Cardiovascular Device Classification
Panel that the device be classified into-
class II. The effect of classifying a
device into class II is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments,
FDA will issue a final regulation class-
sifying the device. These actions are
being taken under the Medical Device
Admendments of 1976.

PROPOSED RULES

DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER.

ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
-Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeler, Bureau of
Medical Devices (HFK-450)," Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave.,- Silver
Spring, MlD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION

A proposal elsewhere in this issue of
FEDERAL -REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory- commit-
tee, made the following recommenda-
,tion with respect to the classification
of cardiopulmonary bypas accessory
equipment;
.1. Identification: Cardiopulmonary

bypass accessory equipment is equip-
ment that includes devices having no
contact with blood-material that are
used in the caridiopulmonary bypass
circuit to support, adjoin, or connect
components, or to aid in the setup of"
the extracorporeal line, e.g., an oxy-
genator mounting bracket or system
priming equipment.

2. Recommended 'classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that cardiopulmonary bypass accesso-
ry equipment be classified into class II
because this device is jeither life-sup-
porting nor life-sustaining, but is po-
tentially hazardous to life or health
even when properly uSed. This equip-
ment plays an important role in the
setup and function of the cardiopul-
monary bypass circuit. Failure of the
equipment to perform- its intended
purpose could lead to serious hazards
such as cessation of perfusion (passage

-of fluid through the vessels of an
organ) or cessation of oxygenation
(oxygen uptake by the blood). Per-
formance characteristics should be
maintained at a generally accepted
satisfactory level and should be made
known to the user through special la-
beling. The device is used with other
devices in a system that may be haz-
ardous if not satisfactorily assembled,
used, or maintained. This equipment

does not include any devices that have
been classified individually as items of
cardiopulmonary bypass equipment
under other regulations in this see-
tion. The Panel believes that general
controls alone would not provide suff-
cdent control over the performance
characterlstcs of this device, The
Panel believes that a performance
standard will provide reasonable assur-
ance of the safety and effectiveness of
the device and that there is sufficient
information to establish a standard to
provide such assurance.

4. Summary of data on which the
recommendation Is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.,

5. Risks to health: (a) Cessation of
perfusion: Failure of the device due to
poor mechanical design can require
temporary cessation of the perfusion,
(b) Cessation of oxygenation: Failure
of the device due to poor mechaiical
design can require temporary cessa-
tion of oxygenation.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and Is pro-
posing - that the cardiopulmonary
bypass accessory equipment be classi-
fied into class 11 (performance stand-
ards.) The Commissioner believes that
a performance standard is necessary
for this device because general con-
trols by themselves are insufficient to
control the risks to health. A perform.
ance standard would provide reason-
able assurance of the safety and effec-
tiveness of the device. The Commis-
sioner also believes that there is suffi-
cient information to establish a stand-
ard to provide such assurance.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart E by adding,new
§ 870.4200 as follows:

§ 870.4200 Cardiopulmonary bypass acces-
sory equipment.

(a) Identification. Cardiopulmonary
bypass accessory equipment is equip-
ment that includes devices having no
contact with blood-material that are
used in the cardiopulmonary bypass
circuit to support, adjoin, or connect
components, or to aid in the setup of
the extracorporeal line, e.g.,, an oxy-
genator mounting bracket or system-
priming equipment.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
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Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, lVID 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 ain. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JOSEPH P. HIa,

AIssociate Commissioner
forRegulatoryAffairs.

[FR Doc. 79-6250 Filed 3-8-79; 8:45yml

[4110-03-M]

[21 CFR Part 8701

[Docket No. 78N-1378]

MEDICAL DEVICES

Classification of Cardiopulmonary Bypass'
Bubble Detectors

AGENCY: Food and Drug Administra-
tion.

ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
publi6 comment a proposed regulation
classifying cardiopulmonary bypass'
bubble detectors into class II (per--
formance standards). The FDA is also
publishing the recommendation of the
cardiovascular Device Classification.
Panel that the device be classified into
class U. The effect of classifying a
device into class II is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering the public com-
ments, FDA will issue a final regula-
tion classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of 1976.
DATE: Comments by May 8, 1979. The
Commissioner of Food and Drugs pro-
poses that the final regulation based
on this proposal become effective 30
days after the date of its publication
in the FEDE R REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm- 4-05, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT'

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, AD 20910, 301-427-7559.

PROPOSED RULES

SUPPIlEMEITARY INFORMATION:

PArTE RECOar, UMATIo

A proposal elsewhere in this Issue of
the FEDERAL REsGsTRs provides back-
ground Information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of cardiopulmonary bypass bubble de-
tectors:

1. Identification! A cardiopulmonary
bypass bubble detector Is a device used
to detect bubbles in the arterial return
line of the cardiopulmonary bypass
circuit.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the cardiopulmonary bypass
bubble detecto&" be classified into class
II because this devle Is neither life-
sustaining but is potentially hazardous
to life or health even when properly
used. If the device Is Inadequate for
accurate and precise detection of gas-
eous emboll, the resulting misdiagno-
sis could have a significant negative
effect on the patient's health. Per-
formance characteristics, Including ac-
curacy, reproducibility, and any limi-
tations on the device's ability to detect
bubbles, should be maintained at a
generally accepted satisfactory level
and should be made known to the user
through special labeling. The device
releases an acceptable energy level
into the bloodstream when function-
ing normally. If the device malfunc-
tions, however, unsafe energy levels
may be released, especially if the
device utilizes ultrasound techniques.
The Panel believes that general con-
trols alone would not provide suffi-
cient, control over the performance
characteristics of this device. The
Panel believes that a performance
standard will provide reasonable assur-
ance of the safety and effectiveness of
the device and that there is sufficient
information to establish a standard to
provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of. and experience with, the
device.
*5. Risks to health: (a) Tissue and
blood damage: if not properly de-
signed, devices that release ultrasonic
energy into the body can release such
energy at levels which may damage
tissue and blood. (b) Gas embolism:
Failure of the device to detect gas
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emboll in the extracorporeal circuit
can allow potentially debilitating or
fatal gas emboll'to enter the patient's
circulation.

PRoPosED CLASSFCATION

The Commissioner agrees with the
Panel recommendation and is propos-
Ing that the cardiopulmonary bypass
bubble detector'be classified into class
II (performance standards). The Com-
missioner believes that a performance
standard is necessary for this device
because general controls by them-
selves are insufficient to control the
risks to health. A performance stand-
ard would provide reasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-
lieves that there is sufficient informa-
tion to establish a standard to provide
such assurance.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a)) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart E by adding new
§ 870.4205 as follows,

§ 870.4205 Cardiopulmonary
bubble detector.

bypass

(a) Identification. A cardiopulmon-
ary bypass bubble detector is a device
used to detect bubbles in the arterial
return line of the cardiopulmonary
bypass circuit.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (EPA-305). Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857. written
comments regarding this proposaL
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 am. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.

JOSEPH P. Hunz.
Associate Commissionerfor

RegulatoryAffairs.

[FR Doc. 79-6248 Filed 3-8-79: 8:45 am]
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[4110-03-M]
[21 CFR Part 8701

[DocketNo. 78N-1510]

MEDICAL DEVICES

Classification of Cardiopulmonary Bypass
Vascular Catheters, Cannulas, and Tubing

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed Rule.

SUMTMARY: The Food and Drug Ad-
ministration (FDA) is issuing for publ-
lie comment a proposed- regulation
classifying cardiopulmonary bypass
vascular catheters, cannulas, and
tubing into class II. The effect of clas-
sifying a device into class II (perform-
ance standards). The FDA is also pub-
lishing the recommendation of the
Cardiovascular Device Classification
Panel that the devices be classified
into class II is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments,
FDA will issue a final regulation clas-
sifying the devices. These actions are
being taken under the Medical Device
Amendments ,of 1976.
DATES: Comments by May 8, 1977.
The Commissioner of Food and Drugs
proposes that the final regulation -
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (-PA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
And Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMM DATION

A proposal elsewhere in this issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of cardiopulmonary bypass vascular'
cath eters; cannulas, and tubing:

1. Identification: Cardiopulmonary
bypasscatheters, cannulas, and tubing
are devices used in cardiopulmonary
bypass surgery to cannulate the ves-
sels, perfuse the coronary arteries, and
interconnect the catheters and cannu-

PROPOSED RULES

las with an oxygenator and the acces-
sory bypass equipment.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for these devices
be a medium priority. 3. Summary of
reasons for recommendation: The
Panel recommends that cardiopulmon-
ary bypass vascular catheters, cannu-
las, and tubing be classified into Class
II because these devices are neither
life-supporting nor life-sustaining, but
are potentially hazardous to life or
health even when properly used. Be-
causa the devices are placed directly in
contact with the bloodstream, they
should be designed and constructed to
minimize disruption of normal blood
flow and foreign body reactions. Mate-
rials used in the devices should meet a
generally accepted satisfactory level of
'tissue and blood compatibility, includ-
ing requirements for adequate surface
flhh and cleanliness, which may aff-
fect the, degree of compatibility. The
devices should be mechanically de:
signed to minimize blood trauma and
to prevent leakage. The Panel believes
that general controls alone would not
provide suffibient control over the per-
formance characteristics -of these de-
vices, The Panel believes that a per-
formance standard will provide reason-
able assurance of the safety and effec-
tiveness of the devices and that there
is sufficient information to-establish a
standard to provide such assurance. 4.
Summary of-data on which the recom-
mendation -is based: The Panel mem-
bers based their recommendation on
the potential hazards associated with
the inherent properties of the devices
and on their personal knowledge of,
and experience with, the devices. 5.
Risks to health: (a), Thromboembo-
lism: Inadequate blood compatibility
of the materials used in these devices
and inadequate surface finish and
cleanliness may lead to potentially de-
bilitating or fatal thromboemboli. (b)
Tissue and blood damage: If the mate-
rials, surface finish, or cleanliness of
these device are inadequate, damage
to the blood and tissue may result. (c)
Loss of blood: Lack of integrity of the
connections between these devices and
adapters and connectors used to join
these devices togetlier causes blood
leakage.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that cardiopulmonary bypass
vascular catheters, cannulas, and
tubing be classified into class II (per.
formance standards). The Commis-
sioner believes that a performance
standard is necessary for these devices
because general controls by them-
selves are insufficient to control the
risks to health, A performance stand-

ard would provide reasonable assur-
ance of the safety and effectiveness of
the devices. The Commissioner also
believes that there Is sufficient Infor-
mation to establish a standard to pro-
vide such assurance.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in subpart E by adding new
§ 870.4210 as follows:

§ 870.4210 Cardiopulmonary bypass vascu.
lar catheters, cannulas, and tubing.

(a) Identification. Cardiopulmonary
bypass catheters, cannulas, and tubing
are devices used In cardiopulmonary
surgery to cannulate the vessels, per-
fuse the coronary arteries, and inter-
connect the catheters and cannulas
with an oxygenator, and the accessory
bypass equipment.

,(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing'
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that ildividuals
may submit single copies of comments,
and shall be identified with the Hear-
Ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through

•Friday.
Dated: February 26, 1979.

JOSEPH P. HILE,
Associate Commissioner for

RegulatoryAffairs
[FR Dec. 79-6251 Filed 3-8-79, 8:45 am]

[4110-03-M]

[21 CFR Part 870]
[Docket No. 78N-15111

MEDICAL DEVICES
- Classification of Cardiopulmonary Bypass

Heart-Lung Machine Consoles

AGENCY: Food and Drug Administra-
tion.

ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is Issuing for
public comment a proposed regulation
classifying cardiopulmonary bypass
heart-lung macjhine consoles into class
II (performance standards). The FDA
is also publishing the recommendation
of the Cardiovascular Device Classifi.
cation Panel that the device be classi-
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PROPOSED RULES

fled into class II. The effect of. classi-
fying a device into class II is to provide
for the future development of one or
more performance standards to assure
the safety and effectiveness of the
device. After considering public com-
ments, FDA will issue a final regula-
tion classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER.

'ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Adminitration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20587.
FOR FURTHER INFORMATION
CONTACT.

Glenn A. Rahmoeller, Bureau of
Medical Devices (H1K-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare. 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION

A proposal elsewhere in this issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classific-
tion Panel, an FDA Advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of cardiopulmonary' bypass heart-lung
machine consoles:

1. Identification: A cardiopulmonary
-bypass heart-lung machine console is a
device that consists of a control panel
and the electrical power and control
circuitry for a heart-lung machine.
The console is designed to interface
with the basic units used in a gas ex-
change system, including the pumps,
oxygenator, and heat exchanger.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
high priority.

3. Summary of reasons for recom-
mendation: The Panel recommends-
that the cardiopulmonary bypass
heart-lung machine console be classi-
fied into class - because this electri-
cally powered device is neither life-
supporting nor life-sustaining, but is
potentially hazardous to life or health
even when properly used. The device
is electrically powered and presents a
potential hazard to the patient either
by power failure or electrical leakage
current. Thus, the electrical character-
istics of this device, e.g., electrical
leakage current, need to meet certain
requirements. The device is used with

other devices in a system that may be
hazardous if not satisfactorily assem-
bled, used, and maintained. The Panel
believes that general controls alone
would not provide sufficient control
over the performance and electrical
characteristics of this device. The
Panel believes that a performance
standard will provide reasonable assur-
ance of the safety and effectiveness of
the device and that'there is sufficient
informaton to establish a standard to
provide such assurance.

4. Sur ary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Cardiac ar-
rhythmlas of electrical shock: Exces-
sive electrical leakage current can dis-
trub the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmias. Electrical leakage
current can also cause electrical shock
to a physician, during a catheteriza-
tion or surgical procedure, and this
may lead to latrogenic complications.
(b) Failure to provide sufficient power
to the life-support equipment: If the
device cannot operate within the ex-
pected range of line voltage, It may
fail to provide sufficient power to the
cardiopulmonary bypass circuit and
cause the circuit to cease working.

PROPSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the cardiopulmonary
bypass heart-lung machine console be
classified into class II (performance
standards). The Coniioner believes
that a performance standard is neces-
sary for this device because general
controls by themselves -are insufficient
to control the risks to health. A per-
formance standard would provide rea-
sonable assurance jof the safety and ef-
fectiveness of the device. The Commis-
sioner also believes that there is suffi-
cient information to establish a stand-
ard to provide such assurance.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart E by adding new
§ 870.4220 as follows:

§ 870.4220 Cardiopulmonary bypass heart-
lung machine console.

(a) Identificatiom A cardiopulmon-
ary bypass heart-lung machine console
is a device that consists of a control
panel and the electrical power and
control circuitry for a heart-lung ma-
chine. The console is designed to inter-
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face with the basic inits used in a gas
exchange system, including the
pumps, oxygenator, and heat exchang-
er.

(b) Class~icfatfon. Class II (perform-
ance standards).

Interested persons may, on or before
May 8. 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm.- 4-65, 5600 Fishers
Lane Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 am, and 4 p.., Monday through
Friday.

Dated: February 26. 1979.
JosEPH P. Hnz

Associate Commissionerfor
Regulatory Affairs.

[FR Doc. 6252 Fried 3-8-79; 8:45 am]

[411 o-03-M]

[21 CIR Part 8701

[Docket No. 78N-15123

MEDICAL DEVICES

Classlficatlon of Cardiopulmonary Bypass
Defoamoers

AGENCY: Food and Drug Administra-
tion.

ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying cardiopulmonary bypass
defoamers into class II (premarket
approval). The FDA is also publishing
the recommendation of the Cardiovas-
cular Device Classification Panel that
the device be classified into class IL
The effect of classifying a device into
class III Is to provide for each manu-
facturer of the device to submit to
FDA a premarket approval application
at a date to be set in a future regula-
tion. Each application includes infor-
mation concerning safety and effec-
tiveness tests of the device. After con-
sidering public comments, FDA will
issue a final regulation classsifying the
device. These actions are being taken
under the Medical Device Admend-
ments of 1976.
DATE* Comments by May 8,1979. The
Commissioner of Food and Drugs pro-
poses that the final regulation based
on this proposal become effective 30
days after the date of its publication
in the FEDRAL REGISTER.
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ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices" CHFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMENVATION

A proposal elsewhere in this issue of
FEDERAL REGISTER provides back-
grouhd information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-

'tion Panel, an FDA advisory commit-
tee, made the following, recommenda-
tion with respect to the classification
of cardiopulmonary bypass defoamers:

1. Identification: A cardiopulmonary
bypass defoamer is a device used in
conjunction with an oxygenator
during cardivascular bypass surgery to
remove gas bubbles from the blood.

2. Recommended classification: Class
III (premarket approval). The Panel
recommends that premarket approval
of this device be a medium priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the cardioiulmonary bypass de-
foamer be classified into class III be-
cause, although this device is neither
life-supporting nor life-sustaining, it
presents a potential unreasonable risk
of illness or injury. Failure of the
device to adequately remove gas bub-
bles from the blood in the extracor-
poral circuit can lead to substantial
hazards to the patient's life or health.
Because the device is placed directly in
contact with the bloodstream, it
should be designed and constructed to
minimize disruption of normal blood
flow and foreign body reactions. The
materials used in the device should
demonstrate minimal tendency to em-
bolize and adequate ability to renove
bubbles. The Panel believes that gen-
eral controls alone would not provide
sufficient'control over the perform-
ance characteristics of this device. The
Panel also believes that a performahce
standard would not provide reasonable
assurance of the safety and effective-
ness of the device and-that there is in-
sufficient information to establish a
standard to provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards assodiated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, -the
device.

PROPOSED RULES

5. Risks to 'health: (a) Blood damage:
If 'the materials, surface finish, or
cleanliness of this device are inad-
equate, damage to the blood may
result. (b) Gas embolism: Inability -of
the device to adequately remove gas
bubbles from the blood can allow po-
tentially debilitating or fatal gas
emboli to escape, into the bloodstream.

PROPosED CLASSIFICATION"

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the - cardiopulmonary
bypass defoamer classified into class
III (premarket approval). The Com-
missioner believes the device is pur-
ported or repre-ented to be for a use
in removing gas bubbles from the
blood in the cardiopulmanary bypass
circuit which is of substantial impor-
tance in preventing impairment of
human'health. The Commissioner be-
lieves the device presents a potential
unreasonable risk of illiess or injury
because if the device fails to remove
gas bubbles from the blood, a poten-
tially debilitating or fatal gas embo-
lism could result. The Commissioner
believes that insufficient information
exists to determine -that general con-
trols will provide reasonable assurance
of the safetyland effectiveness of the
device and that insufficient informa-
tion exists to establish a performance

'standard to provide this assui'ance.
Therefore, under the Federal Food,

Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart E by adding new
§'870.4230 as follows:

§ 870.4230 Cardiopulmonary, bypass de-
foamer.

(a) Identification. A cardiopulmon-
ary bypass defoamer is a device used
in conjunction with an oxygenator
during, cardiovascular bypass surgery
to remove gas-bubbles from the blood.

(b) Classification. Class III (premar-
ket approval).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, -written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket numbei found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JosEPH P. HILE,

Associate Commissioner
for RegulatoryAffairs.

[FR Doc. 79-6253 Filed 3-8-79: 8:45 am]

[4110-03-M]

[21 CFR Part 870]

[Docket No. 7!8N-1513J
MEDICAL DEVICES

Classification of Cardiopulmonary Bypass Heat
Exchangers

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed Rule. -

SUMMARY: The Food and Drug Ad-
ministration (FDA) is Issuing for
public comment a proposed regulation
classifying cardiopulmonary bypass
heat exchangers Into class II (per-
formance standards). The FDA Is also
publishing the recommendation of the
Cardiovascular Device Classification
Panel that the device be classified Into
class II. The effect of classifying a
device into class II is to provide for the
future development of one or more
performance standards to assure the
safety and. effectiveness of the device.
After considering public comments,
FDA will issue a final regulation clas-
sifying the device. These actions are
being taken under the Medical Device
Amendments of 1976.
DATE: Comments by May 8, 1979. The
Commissioner of Food and Drugs pro-
poses that the final regulation based

- on this proposal become effective 30
days after the date of its publication
in the FEMERAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food andi
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 .Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL REcOMMENDATION

A proposal elsewhere In this issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-

. tion with respect to the classification
of cardiopulmonary bypass heat ex-
changers:
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PROPOSED RULES

1. Identification: A cardiopulmonary
bypass heat exchanger is a device, con-
sisting of a heat exchange system,
used in extracorporeal circulation to
warm or cool the blood or profusion
fluidflowing through the device.

2..Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a,
medium priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the cardiopulmonary bypass heat
exchanger be classified into class TT
because this device is neither life-sup-
porting nor lie-sustaining, but is po-
tentially hazardous to life or health
even when properly used. The device
is attached to the body through an ex-
tracorporeal blood circuit and is used
in a clinical environment where exces-
sive leakage current can be a. serious
hazard. Thus if the device is electrical-
ly powered, the electrical characteris-
tics of the device, eg., electrical leak-
age current, need to meet certain re-
quirements. Because the device is
placed directly in contact with the
bloodstream, it should be designed and
constructed to minimize disruption of
normalr blood flow and foreign body
reactions. When the device transfers
heat between one fluid and the blood,
integrity of the separation of the two
fluids must be maintained. The device
should protect against the release of
unsafe energy levels into the blood.
Performance characteristics, including
accuracy, reproducibility, and any
limitations on the device's heat trans-
fer characteristics, should be main-
tained at a generally accepted satisfac-
tory level and should be made known
to the user through special labeling.
The device is used with other devices
in a system that may be hazardous if
not satisfactorily assembled, used, and
maintained. The Panel believes that
general controls alone would not pro-
vide sufficient control over the per-
formance characteristics of this
device. The Panel believes that a per-
formance standard will provide reason-
able assurance of the safety and effec-
tiveness of the devices and that there
is sufficient information to establish a
standard to provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: If the
device is electrically powered, exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmias. Electrical leakage

current can also cause electrical shock
to a physician during a catheterization
or surgical procedure, and this may
lead to latrogenic complications. (b)
Blood loss or contarxnation: The in-
tegrity of the fluid channels must be
maintained to prevent leakage be-
tween the blood and water sides of the
device causing either loss of blood into
the water or contamination of the
blood by the water. (c) Thromboembo-
lism: Inadequate blood compatibility
of the materials used In this device
and inadequate surface finish and
cleanliness may lead to potentially de-
bilitating or fatal thromboemboll. (d)
Blood damage: If the materials, sur-
face finish, or cleanliness of this
device are inadequate, damage to the
blood may result. Also. excessive or
uncontrolled heat transfer due to
physical properities of the materials
used in the device or to a mismatch of
the heat exchanger and temperature
controller can cause blood damage. (e)
Infection: Sterility of the device must
be ensured to prevent infection.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the cardiopulmonary
bypass heat exchanger be classified
into class II (performance standards).
The Commissioner believes that a per-
formance standard is necessary for
this device because general controls by
themselves are insufficient to control
the risks to health. A performance
standard would provide reasonable as-
surance of the safety and effectiveness
of the device. The Commissioner also
believes that there is sufficient infor-
mation to establish a standard to pro-
vide such assurance.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
'701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart E by adding new
§ 870.4240 as follows:

§870A240 Cardiopulmonary bypass heat
exchanger.

(a) Identification. A cardiopulmon-
ary bypass heat exchanger in a device,
consisting of a heat exchange system,
used in extracorporeal circulation to
warm or cool the blood or profusion
fluid flowing through the device.

(b) Classification. Class II (perform-
ance standards).

Interested persons may. on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockvllle, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,

and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
menL Received comments maybe seen
in the above office between the hours
of 9 am. and 4 part, Monday through
Friday.

Dated: February 26, 1979:
JosEPH P. HIr,

Associate Commissioner
forRegulatory Affairs.

FR Doc. 79-6254 iled 3-8-79- 8:45 am]

[4110-03-M]

[21 CnR Part 8701

[Docket No. 78N-15141

MEDICAL DEVICES
Classiication of Cordiopulmonary Bypass

Temporoture Controllers

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule-
SUMMfARY: The Food and Drug Ad-
ministration (FDA) is Issuing for
public comment a proposed regulation
classifying cardiopulmonary bypass
temperature controllers into cl Ii
(performance standards). The FDA is
also publishing the recommendation
of the Cardiovascular Device Classifl-
cation Panel that the device be classi-
fied into class IL The effect of classi-
fying a device into class II is to provide
for the future development of one or
more performance standards to assure
the safety and effectiveness of the
device. After considering public com-
ments, FDA will issue a final regula-
tion classifying the device. These ac-
tions are being taken under-the Mledi-
cal Device Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FnmuL RissEI .
ADDRES: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT'
-Glenn A. Rahmoeller. Bureau of

Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring. MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PA Na. REcommino

A proposal elsewhere in this issue of
the FnEnra RxomsrTr provides back-
ground information concerning the de-
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velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of cardiopulmonary, bypass tempera-
ture controllers: -

1. Identification: A cardiopulmonary
bypass temperature controller is a
device used to control the temperature
of the fluid entering and leaving a
heat exchanger.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
medium priority.

3. Summary of- reasons for recom-
mendation: The Panel recommends
that the cardiopulmonary bypass tem-
perature controller be classified into
class II because this electrically
powered device is neither life-support-
Ing nor life-sustaining, but is poten-
tially hazardous to life or health even
when properly used. This device is at-
tached to the cardiopulmonary bypass
circuit - through the heat exchanger
knd is used in a clinical environment
where excessive leakage current can be
a serious hazard. Thus the electrical
characteristics of this device, e.g., elec-
trical leakage current, need to meet
certain requirements. Performance
characteristics, including accuracy, re-
producibility, and any limifations on
,,the device's ability to control tempera-
ture should be maintained at a gener-
ally accepted satisfactory level and
should be made- known to the user
through special labeling. The device is
used with other devices in a system
that may be hazardous If not satisfac-
torily assembled, used, and -main-
tained. The Panel believes that gener-
al controls alone would not provide
sufficient control over the perform-
ance and electrical characteristics of
this device. The Panel believes that a
performance standard will provide rea-
sonable assurance of the safety and ef-
fectiveness of the device and that
there is sufficient information to es-
tablish a standard to provide such as-
surance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmias. Electrical leakage
current can also cause electrical shock
to a physician during a catheterization
or surgical procedure, and this may
lead to iatrogenic complications. (b)

Blood damage or thermal complica-
tions: Inaccuracy or instability &f tem-
perature control can lead to blood
damage or thermal complications.

. PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the cardiopulmonary
bypass temperature controller be clas-
sified into class II (performance stand-
ards). The Commissioner believes that
a performance standard is necessary
for this device because general con-
trols by themselves are insufficient to
control the risks to health. A perform-
ance standard would provide reason-
able assurance of the safety and effec-
tiveness of the device. The Commis-
sioner also believes that there is suffi-
cient information to establish a stand-
ard to provide such assurance.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-:546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart E by adding new
§ 870.4250 as follows:

§ 870.4250 Cardiopulmonary bypass tem-
perature controller.

(a) Identification. A cardiopulmon-
ary bypass temperature controller is a
device used to control the temperature
of the fluid -entering and leaving a
heat exchanger.

(b) Classification. Class II (perfor-
mamce standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65,, 5600 Fishers
Lane, Rockville, AD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of commejits,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
merit. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.

JOSEPH P. HILE,
Associate Commissionerfor

Regulatory Affairs.
[FR Doc. 79-6255 Filed 3-8-79; 8:45 am]

[4110-03-M]
[21 CFR Part 870]

EDocket No. 78N-15151

MEDICAL DEVICES

Classification of Cardiopulmonary Bypass
Arterial Line Blood Filters

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad.
ministration (FDA) is issuing for
public comment a proposed regulation
classifying cardiopulmonary bypass ar-
terial line blood filters into class III
(premarket approval). The FDA is also
publishing the recommendation of the
Cardiovascular Device Classification
Panel that the device be classified Into
class III. The effect of classifying a
device into class III Is to provide for
each manufacturer of the device to
submit to FDA a premarket approval
application at a date to be set In a
future regulation. Each application In-
cludes information concerning safety
and effectiveness tests of the device.
After considering public comments,
FDA will issue a final regulation clas-
sifying thje device. These actions are
being taken under the Medical Device
Amendments of 1976. -
DATES: Comment by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based .on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER.

ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart.
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOUSNDATION

A prop osal elsewhere in this issue of
the FEDERAL REGISTER provides back.
ground information concerning the de-
velopment of the proposed regulation,
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the'following recommenda.
tion with respect to the classification
of cardiopulmonary bypass arterial
line blood filters:

1. Identification: A cardiopulmonary
bypass arterial line blood filter is a
device used as part of a gas exchange
(oxygenator) system to filter nonblolo-
gic particles and emboll (blood clots or
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pieces of foreign material flowing in
the bloodstream which will obstruct
circulation by blocking a vessel) out of
the blood. It is used in the arterial
return line.

2. Recommended classification: Class
I (premarket approval). The Panel

recommends that premarket approval
for this device be a medium priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the cardiopulmonary bypass arte-
rial line blood filter be classified into
class III because this device is neither
life-supporting nor life-sustaining, but
is potentially hazardous to life or
health even when properly used, and
because there are insufficient data to
establish the safety and effectiveness
,of the device. Because the device is
placed directly in contact with the
bloodstream, it should be designed and
constructed to minimize foreign body
reactions and disruption of normal
blood flow. Performance characteris-
tics, including accuracy, reproducibil-
ity, and any limitations on the device's
filtration efficiency, should be main-
tained at a generally accepted satisfac- -
tory level and should be made known
to the user through special labeling.
The Panel believes that there is insuf- -
ficient medical and scientific data on
which to base a performance standard
for this device. The Panel also believes
that the test methodology for estab-
lishing satisfactory performance levels
is not available. In addition, it has not
been clearly established that adverse
physiological effects follow when this
device is absent 'from the circuit. Be-
cause insufficient information exists
to establish a performance standard to
provide reasonable assurance of the
device's safety and effectiveness, the
Panel believes that this device requires
premarket approval.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inderent properties of the
device and on their personal knowl-
edge of, and experience with, the
device. In addition, the Panel reviewed
the relevant medical literature. Refer-
ences were supplied to the Panel by
Panel member Dr. Richard E. Clark,
FDA, and Pall Biomedical Products
Corp. The summaries from. FDA and
Pall Biomedical are attached as adden-
da to the April 4, 1977, minutes of the
Cardiovascular Device Classification
Panel meeting. Dr. Clarks memoran-
dum is an addendum to the May 2,
1977, minutes of the Cardiovascular
Device Classification Panel meeting.
Dr. Clark's report (Ref. 1) states that
arterial line filters require more com-
plex testing and safety considerations
tnan other blood filters because of
their use in a perfusion line which is
life-supporting.

Three general problems arise with
the use of arterial line filters: exces-
sive pressure gradient or Inadequate
flow, thromboembollc complications,
and embolic complications. Excessive
pressure gradients or inadequate flow
are caused by blockage of the filter
during use. This problem has been
handled clinically in two ways: (1) two
parallel filters operate simultaneously,
alternately, or alternately only when
transfilter * pressure differences
become large; (2) one filter is used
with a bypass line. It is important that
the capacity of arterial line filters be
sufficient to proV;ide adequate blood
flow throughout the course of cardio-
pulmonary bypass surgery. Depth fil-
ters may start to channel after 30 to
40 percent of the void spaces are filled,
thus lowering efficiency and providing
a possible escape for larger micro par-
ticles (Ref. 1).

Thromboembolie complications are
not well documented in the literature.
Blood filters cause a reduction in pla-
telet count, but investigations have
shown that the platelets retained by a
filter are usually nonfunctioning (Ref.
2). Because of this fact, the impair-
ment of platelet function Is not nearly
as great as the decrease in the number-
of platelets would appear to suggest.

The third problem with arterial line
filters is embolic complications. Small
microemboll have been confirmed to
be" a cause of detrimental alterations
in pulmonary, physiology (Refs. 3
through 6). Dr. Clark (Ref. 1) summa-
rizes the problem as follows, "A second
major consideration is that of high re-
moval of gaseous microembol. Al-
though oxygen and carbon dioxide are
the two gases used during extracorpor-
eal circulation, the untoward effects of
small (less than 20 to 30 micron) ml-
crobubbles have not been documented
to date for two reasons. First, It is very
difficult to generate uniform size bub-
bles in the size range of 25 to 50 mi-
crons, and the bubble size may not
remain constant in a non-Newtonlan
turbulent flow field. Second, no highly
accurate on-line, continuous noninva-
sive system for measurement of size
and total particles per unit time has
appeared. Consequently, the total
number by size and the distribution of
types' of microemboll in the arterial
line, I.e., gas, protein solids, and non-
protein solids, have not been ascer-
tained. In summary, the pathophyslo-
logic data and the means by which to
obtain that data are still lacking."

Most investigators state that blood
filteri are invaluable for removing_
harmful aggregates induced by extra-
corporeal circulation (Refs. 2 and 6
through 10). However, adequate filter
capacity and effective filtration are
important for this application, as ob-
structiorr could be a serious hazard to
the patient. Although fresh in vivo

blood has very few of the filterable
elements per unit (500 mnlliliters), the
high flow rate in an arterial line (3 to
5 liters per minute) and its pulsing can
cause problems due to excessive turbu-
lence and high frequency vibration in
the filter (Ref. 8). This can cause pla-
telet and fibrin destruction resulting
in a clogged filter just when an ade-
quate flow of blood is needed the most
(Refs. 6 and 8). Arterial circuit appli-
cation requires a special design to
reduce turbulence and a greatly in-
creased capacity to handle the added
flow rate and time needed for an oper-
ation. Filters on the market as of 1975
seem to do a good job for short periods
of time (less that 4 hours) on dogs
weighing-20 to 30 kilograms (Ref. 9).
However, Heimbecker's studies (Ref.
8) indicate that line filters experienc-
Ing blood flows of 3 to 5 liters per
minute that are not designed for such
flows may actually generate fibrin
emboll. which are released into the
systemlc circulation causing neurolo-
gic, pulmonary, and renal complica-
tions. From this data and their experi-
ence, the Panel concluded that there
do not exist sufficient safety and ef-
fectiveness data on which adequate
performance standards could be based.

5. Risks to health: (a) Thromboem-
bolism: Inadequate blood compatibil-
ity of the materials used in this device
and inadequate surface finish and
cleanliness may lead to potentially de-
bilitating or fatal thromboembolL (b)
Inadequate blood flow- Inadequate ca-
pacity of the device to filter the
amount of blood flowing through it
during a cardiopulmonary bypass op-
eration could lead to inadequate flow
or excessive pressure gradient. (c) Em-
bolie complications:. Inability of the
device to properly filter particles can
lead to embolic complications. (d) Gas
embolism: Inability of the device to
properly filter microbubbles from the
extracorporeal circulation is associat-
ed-with gas embolism.

PRoPosED CLASSIMcATroN

The Commissioner agrees with the
Panel's recommendation and is pro-
pbsing that the cardiopulmonary
bypass arterial line blood filter be clas-
sified into class III (premarket approv-
al). The Commissioner believes the
device is purported or represented to
be for a use in removing emboli from
the blood in the cardiopulmonary
bypass circuit which is of substantial
importance in preventing impairment
of human health. The Comm ioner
believes the device presents a potential
unreasonable risk of illness or injury
because if the device fails to remove
emboli .from the blood, a potentially
debilitating or fatal embolism may
result. The Commissioner believes
that Insufficient Information exists to
determine that general controls will
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provide reasonable assurance of the
. safety and effectiveness of the device

and that insufficient information
exists to establish a. performance
standard to provide this assurance.
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Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart E by adding new
§870.4260 as follows:

§ 870.4260 Cardiopulmonary bypass arteri-
al line blood filter.

(a) Identification. A cardiopulmon-
ary bypass arterial line blood filter is a
device used as part of a gas exchange
(oxygenator) system to filter nonbiolo-
gic particles and em'boli (blood clots or
pieces of foreign material flowing in
the bloodstream which will obstruct
circulation by blocking a vessel) out of
the blood. It is used in the arterial
return line.

PROPOSED RULES

(b) Classification. Class III (premar-
ket approval).

Interested persons may, on or before
.May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65,-5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all commnents shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JOSEPH P. HILE,

Associate Commissioner
for Regulatory Affairs.

[FR Doe..79-6256 Filed 3-8-79; 8:45 am]

[411o-03-M]
[21 CFR Part 870]

[Docket No. 78N-1516]
MEDICAL DEVICES

Classification of Cardiopulmonary Bypass
Cardiotomy Suction Line Blood Filters

AGENCY: Food and Drug Administra-,
tion.

,ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying cardiopulmonary bypass

- cardiotomy suction in line blood filters
into class II (performance standards).
The FDA is also publishing the recom-
mendation of the Cardiovascular
Device ClaSsification Panel that -the
device be classified into class II. The
effect of classifying a device into class
II is to provide for the future develop-
ment of one or more performance
standards to assure the safety and ef-
fectiveness of the device. After consid-
ering public comments, FDA will issue

-a final regulation classsifying the
device. These actions are being taken
under the Medical Device Amend-
ments of 1976.
DATES: Comments by-May 8, '1979.
The Commissioner of Food and Drugs.
proposes that the final regulatiofi
based on this 'proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER.

ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food

and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

, SUPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION

A proposal elsewhere In this Issue of
FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion regarding classification of cardio-
pulmonary bypass cardlotomy suction
line blood filters:

1. Identification: A cardiopulmonary
bypass cardlotomy suction line blood
filter is a device used as part of a gas
exchange (oxygenator) system to filter
nonbiologic particles and emboll (a
blood clot or a piece of foreign materi-
al flowing In the bloodstream which
will obstruct circulation by blocking a
vessel) but of the blood. This device Is
intended for use In the cardlotomy
suction line.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
medium priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the cardiopulmonary bypass car-
diotomy suction line blood filter be
classified into class II because the
device is neither life.sustaining nor
life-supporting, but is potentially haz-
ardous to life or health If It fails to
filter the blood effectively. Because
the device is placed directly in contact
with the bloodstream, it should be de-
signed and constructed to minimize
foreign body reactions and disruption
of normal blood flow. Performance
characteristics, including accuracy, re-
producibility, and any limitations on
the device's filtration efficiency,
should be maintained at a generally
accepted satisfactory level and should
be made known to the user through
special labeling. The Panel believes
that general controls alone would not
provide sufficient control over the per-
formance characteristics of this
device. The Panel believes that per-
formance standards will provide rea-
sonable assurance of the safety and ef-
fectiveness of the device and that
there is sufficient Information to es-
tablish a standard to provide such as-
surance.

'4. Summary of data on whidh the
recommendation is based: The Panel
members based their recommendation
.on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
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device. In addition, the Panel found
further evidence for their recommen-
dation in the medical literature. Lit-
erature was supplied to the Panel by
Panel member Dr. Richard E. Clarki
FDA, and Pall Biomedical Products
Corp. The statements submitted by.
FDA and Pall Biomedical are attached
as addenda to the April 4, 1977 min-
utes of the Cardiovascular Device
Classification Panel meeting. Dr.
Clark's review is provided as an adden-
dum to the May 2, 1977 minutes of the
Cardiovascular Device Classification
Panel meeting. The literature on car-
diotomy line filters indicates that
problems arising during clinical perfu-
sions in which the device is used are
usually not life threatening. The blood
filtered by this device is removed from
the operative field by suction, and con-
tains a large amount of fat and debris
and has a large blood gas interface
(Ref. 1). Gaseous emboli present no
problein in the-'use of this filter, nor
do excessive pressure gradients, be-
cause only a small percentage of the
total blood pumped passes through
the cardiotomy filter system. The par-
ticle size range estimated to be of im-
portance is probably greater than 20
to 25 microns (Ref. 2). Several refer-
enced reports note certain advantages
of filtering blood during infusions, in-
cluding decrease in oxygen consump-
tion with the use of filtered blood
(Ref. 3). Infusion filters have also
been found to keep the lungs free of
emobli (Ref. 4). The incidence of pul-
monary insufficiency in trauma pa-
tients was lower when filtered blood
was used. (Ref. 5). Studies have shown
that blood microfilters accumulate
twice as much debris as standard 170-
micron infusion set filters (Ref. 6). Re-
ports have also shown that these mi-
grating thrombi, which would be fil-
tered by this device, are associated
with neuro-ophthalmic disturbances
(Ref. 7), convulsive episodes (Ref. 8),
and other cerebral and pulmonary
complications (Refs. 6, 9, 10, 11, and
12). While a filter with small pore sizes
is a more effective filter, the pores
tend to clog easily.and thus reduce the
filter's capacity. Although it is possi-
ble to design a filter with larger pores
that could operate for an hour with-
out obstruction, such a filter would
mi:s many potentially harmful mi-
croaggregates. (Refs. 10, 11, 12, and
13). Filters with large pores also tend
to leak aggregates because of pressure
extrusion of some particles occluding
the pores of the filter (Refs. 10, 11,
and 12). Filters currently on the
market compromise either capacity or
smaller pore size. I the Panel's opin-
ion, for the limited volume of cardipul-
monary bypass cardiotomy suction
line blood filters handled by the car-
diotomy line filter, sufficient filtration

I PROPOSED RULES

efficiency and capacity will be assured
through performance standards.

5. Risks to health: (a) Thromboem-
bolism: Inadequate blood compatibil-
ity of the materials used In this device
and inadequate surface finish and
cleanliness can lead to potentially de-
bilitating or fatal thromboembolL (b)
Particle embolism: Inability of the
device of filter properly particles from
the blood can lead to potentially de-
bilitating or fatal embolL

PROPOSED CLASSInCATON

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the cardiopulmonary
bypass cardlotomy suction line blood
filter be classified into class II (per-
formance standards). The Commis-
sioner believes that a' performance
standard is necessary for this device
because general controls by them-
selves are insufficient to control the
risks to health. A performance stand-
ard would provide reasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-
lieves that there is sufficient informa-
tion to establish a standard to provide
such assurance.

REnmucEs

The following information has been
placed In the office of the Hearing
Clerk (address above), and may be
seen by interested persons, from 9 a.m.
to 4 p.m., Monday through Friday.

1. Clark, R. E., and H. W. M-graf. "Fat
and Solid Filtration in Clinical Pcrfuslons,"
Surgery, 77:216-224, 1975.

2. Memorandum to the Cardiovascular
Device Classification Panel from Richard E.
Clark. MD, in the addenda to the minutes of
the May 2. 1977 meeting.

3. Oman.McDanaL J. T.. G. T. Smith, G.
T. Suehiro. S. Sims, and J. J. McNamara.
"Oxygen Consumption Changes with Stored
Blood Infusions," Annals Qf Surgery,
182:104. 1975.

4. Guldoin, R., Y. Lnperche. L. MaLn,
and J. Awad. "Disposable Filters for MI-
croaggregate Removal From Extracorporeal
Circulation." Journal of Thoracic and Car-
diovascular Surgery, 71:504.1976.

5. Cullen. D. J.. and L. Ferrara. "Compara-
tive Evaluation of Blood Filters: A Study In
Vitro." Anestosfology, 41:568,1974.

6. Reul. G. J., S. D. Greenberg. E. A.
Lefrak, W. B. McCollum, A. C. Beal, and G.
L. Jordon. "Prevention of Post-Traumatic
Insufficiency Fine Screen Filtration of
Blood." Archives of Surger,. 106:386. 1973.

- 7. Williams, L M., N. C. R. Merrillees. and
P.,.M. Robinson. "Microembolism and the
Visual System. Part Mk The Consequence of
Emboll In the Mlcrocirculation of Nervous
Tissue., Especially That Comproslng the
Visual System." Proceedings of the Austra-
lian Association of Neurologist, 12:179,
1975.

8. Kilhan, J. W., T. F Williams. 0. S.
Kakos. J. Graenen. and D. M. Hosier. "Sur-
gical Correction of the Transposition Com-
plex in Infancy." rournal of Thoracic and
Cardiovascular Surgery, 66:387. 1973.
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9. Aberg. T. "Effect of Open Heart Sur-
gery on Intellectual Function.7 Scandina-
van Journal and Cardforascular SurgerM,
Supp. 15. 1974.

10. Barrett. J. H. Miller. and M Litwin.
"Filtration Characteristics 'of Polyester
Mesh (Pall) Micropore Blood Transfusion
Filter." Archires of Surgery. 111(1):56-59.
1976.

11. Barrett. J. H. Dhurandhar. H. Miller,
and M. Litwin. "Comparion in Vivo of
Dacron Wool (Swank) and Polyester Mesh
(Pall) MIcropore Blood Transfuslon, Filters
in the Prevention of Pulmonary Microembo-
11am Associated with Massive Transfusion."
Annals of Surge'y. 182(6):690-695,1975.

12. Connell. R. and T&. Webb. "Filtration
Characteristics of Three New In-Line Blood
Transfusion Filters," Annals of Surgery.
181(3):273-278.1975.

13. Gervin. A. M Mason. and C. Wright,
"The Filtration Limitations of Ultrapore
Filters," Surgery, 7(92Y185-193.1975.

14. "Blood Transfusion Micro-filter
Standard"Assoclation for the Advancement
of Medical Instrumentation, Arlington. Va.,
1976.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 In Subpart E by adding new
§ 870.4270 as follows:

§ 870.4270 Cardiopulmonary bypass car-
diotomy suction line blood filter.

(a) Identification. A cardiopulmon-
ary bypass cardlotomy suction line
blood filter is a device used as part of a
gas exchange (oxygenator) system to
filter nonblologic particles and emboli
(a blood clot or a piece of foreign ma-
terial flowing In the bloodstream
which will ol truct circulation by
blocking a vessel) out of the blood.
This device is intended for use in the
cardlotomy suction line.

(b) Classication. Class II (perform-
an~estandards).

Intersted persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and'Drug Ad-
ministration. Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found in
brackets n the heading of this docu-
ment. Received comments may.be seen
in the above office between the hours
of 9 a m. and 4 pxm.. Monday through
Friday.

Dated: February 26, 1979.
JOSEH P.. Hzx,

Associate Commissionerfor
RegulatorymAffairs.

[FR Doc. 79-6257 Filed 3-8-7 9;8:45 am]
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[4110-03-M]
[21 CFR Part 8701

[Docket No. 78N-1517]

MEDICAL DEVICES

Classification of Cardiopulmonary Prebypass
Filters

AGENCY: Food and Drug Administra-
tion.
ACTION: Propbsed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying cardiopulmonary prebypass
filters into class II (performance
standards). The FDA is also publish-
ing the recommendation of the Car-
diovascular Device Classification
Panel that the device be classified into
class II. The effect of classifying a
device into class II is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments,
FDA will issue a final regulation class-
sifying the device. These actions are
being taken under the Medical Device
Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food. and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER.

ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller; Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart:
ment of-Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION;

PANEL RECOMIENDATION

A proposal elsewhere in this issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular, Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommendg-
tion with respect to the classification
of cardiopulmonary prebypass filters:

1. Identification: A cardiopulmonary
prebypass filter is a device used during
priming of the oxygenator circuit to
remove particulates or other debris
from the circuit prior to initiating
bypass. The device is not to be used to
filter blood.

2. Recommended classification: Class
II (performance standards). The Panel

PROPOSED RULES

recommends that establishing a per-
formance standard for this device be a
low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the cardiopulmonary prebypass
filterbe classified into class II because
this device is neither life-supporting
nor life-sustaining, but is potentially
tiazardous to life or health even when
properly used. If the device fails to
filter particulates from the system
during'priming, those particles can be
introduced into the body during the
subsequent perfusion. Performance
characteristics, including accuracy, re-
producibility, and- any limitations on
the device's ability to filter particles,
should be maintained at a generally
accepted satisfactory level and should
be made known to the user through
special labeling. The Panel believes
that general controls alone would not
provide sufficient control over the per-
formance characteristics of -this
deVice. The Panel believes that a per-
formance standard will provide reason-
able assurance of the safety and effec-
tiveness of the device and that there is
sufficient information to establish a
standard to provide such assurance.

4. Summary- of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device. - ,

5. Risks to health: Infusion of for-
eign particulates: Inadequate design of
the filter can lead to unnecessary infu-
sion of foreign particles into the pa-
tient which may lead to post bypass
neural, renal, or pulmonary complica-
tions.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
'Panel's -recommendation and is pro-
posing that the cardiopulmonary pre-
bypass filter by classified into class II
(performance standards). The Com-
missioner believes that a performance'
standard is necessary for this device
because general controls by them-

-selves are insufficient to control the
risks to health. A performance stand-
ard would provide reasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-
lieves that there is sufficient informa-
tion to establish a standard to provide
such assurance.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes, to amend
Part 870 in Subpart E by adding new
§ 870.4280 as follows:

§ 870.4280 Cardiopulmonary prebypass
filter.

(a) Identification. A cardiopulmon-
ary prebypass filter is a device used
during priming of the oxygenator cir-
cuit to remove particulates or other
debris from the circuit prior to Initiat-
ing bypass. The device Is not to be
used to filter blood. I

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
minilstration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this. proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the? hours
of 9 a.m. and, 4 p.m., Monday through
Friday.

Dated: February 26, 1979.

JOSEPH P. HILE,
Associate Commissioner

for RegulatorygAffairs.
[FR Doec. 79-6258 P"lled 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Part 80]

[Docket No. 78N-15183

MEDICAL DEVICES

Classification of Cardiopulmonary Bypass
Adaptors, Stopcocks, manifolds, and fillings

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) Is Issuing for
public comment a proposed regulation
classifying cardiopulmonary bypass
adaptors, stopcocks, manifolds, and
fittings into class -II (performance
standards). The FDA Is also publish-
ing the recommendation of the Car.
diovascular Device Classification
Panel that these devices be classified
into class II. The effect of classifying a
device into class II is to provide for the
future development of on6 or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments,
FDA will issue a final regulation clas-
sifying the devices. These actions are
being taken under the Medical Device
Amendments of 1976.
DATE: Comments by May 8, 1979. The
Commissioner of Food and Drugs pro-
poses that the final regulation based
on this proposal become effective 30
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days after the date- of its publication
in the FEPERAL REGISTMR.

ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FU RTHER INFORMATION
CONTACT.

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOSMENDATION

A proposal elsewhere in this issue of
THE FEDEAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion .Panel, an FDA advisory commit-
tee, 'made the following recommenda-
tion with respect to the classification
of cardiopulmonary bypaj adaptors,
stopcocks, manifolds, and fittings:
. 1. Identification: Cardiopulmonary
bypass adaptors, stopcocks, manifolds,
and fittings are devices used in cardio-
vascular diagnostic, surgical, and
therapeutic applications to intercon-
nect tubing, cathetersvor other de-
vices.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for these devices
be a medium priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that cardiopulmonary bypass adapt-
ors, stopcocks, manifolds, and fittings
be classified into class II because the
devices are neither life supporting nor
life sustaining but are potentially haz-
ardous to life or health even when
properly used. Because the devices are
placed directly in contact with the
'bloodstream they should be designed
and constructed to minimize disrup-
tion of normal blood flow and foreign
body reactions. Materials used in the
devices should meet a generally ac-
cepted satisfactory level of blood com-
patibility, including requirements for
adequate surface finish and cleanli-
ness,, which may affect the degree of
compatibility. The Panel believes that
general controls alone would not pro-
vide sufficient control over the per-
formance characteristics of these de-
vices. The Panel believes that a per-
formance standard will provide reason-
able assurance of the safety and effec-
tiveness of the devices and that there
is sufficient information to establish a
standard to provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation

on the potential hazards associated
with the inherent properties of the de-
vices and on their personal knowledge
of, and experience with, the devices.

5. Risks to health: (a) Thromboem-
bolism: inadequate blood compatibility
of the materials used In these devices
and inadequate surface finish and
cleanliness may lead to potentially de-
bilitating or fatal thromboemboll. (b)
Blood damage: If the materials, sur-
face finish, or cleanliness of these de-
vices are inadequate, damage to the
blood may resuit. (ci Blood or infusion
fluid loss: Improper mechanlmal design
of the devices can lead to blood or in-
fusion fluid leakage. (d) Infection: Ste-
rility of the device must be ensured to
prevent Infection.

PRoPoSED CLASSI TCXmON

The commissioner agrees with the
Panel's recommendation and Is pro-
posing that cardiopulmonary bypass
adaptors, stopcocks, manifolds, and
fittings be classified Into class IT (per-
formance standards). The Commis-
sioner believes that a performance
standard Is necessary for these devices
because general controls by them-
selves are insufficient to control the
risks to health. A performance stand-
ard would provide reasonable assur-
ance of the safety and effectiveness of
the devices. The Commissioner also
believes that there is sufficient infor-
mation to establish a standard to pro-
vide such assurance.

Therefore, under the Federal Food.
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) ahd under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart E by adding new
§ 870.4290 as follows:

§ 870.4290 Cardiopulmonary bypass adapt-
ors, stopcocks, manifolds, and fittings.

(a) Identtfication. Cardiopulmonary
bypass adaptors, stopcocks, manifolds,
and fittings are devices used in cardio-
vascular diagnostic, surgical, and
therapeutic applications to intercon-
nect tubing, catheters, or other de-
vices.

(b) Classification. Class II (perform-
ance standards).

Interested persons may. on or before
May 8, 1979 submit to the Hearing
Clerk (HPA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockvllle, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found In
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours

of 9 a.m. and 4 pam., Monday through
Friday.

Dated: February 26, 1979.

JOSEPH P. Hn1
Associate Commissionerfor

RegulatoryAffairs.
CFR Doc. 719-6259 Filed 3-8-79- 8:45 am]

[4110-03-M]

[21 CFR Part 8701

CDocket No. 78N-15193

MEDICAL DEVICES
Classlficatlon of Cardiopulmonary Bypass Gas

Control Unils

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed Rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying cardiopulmonary bypass
gas control units into class II (per-
formance standards). The FDA is also
publishing the recommendation of the
Cardiovascular Device Classification
Panel that the device be classified into
class Ir. The effect of classifying a
device into class I s to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments,
FDA will Issue a final regulation clas-
sifying the device. These actions are
being taken under the Medical Device
Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEmmn.n RrsT

ADflRESS: Written comments to the
Hearing Clerk (HA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockvlle, MD 20857.
FOR FURTHER INFORMATION
CONTACT:.

Glenn A Rahmoeller, Bureau of
Medical Devices (FK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEAENTARY INFORMATION:

PA . REcom =AnIoN

A proposal elsewhere in this issue of
the FkozaAL REGIsTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Pavel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
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of cardiopulmonary bypass gas control
units: --

1. Identification: A cardiopulmonary
bypass gas control unit is a device used
to control and measure the.flow of gas
into the oxygenator. The device is cali-
brated for a specific gas.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing' a per-
formance standard for this device be a'
medium priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that cardiopulmonary bypass gas con-
trol units be classified into class II be-
cause the device is neither life-sustain-
ing nor life-supporting, but improper
gas flow rates allowed by the device
are potentially hazardous to life and
health. Performance characteristics,
including accuracy, reproducibility,
and any limitations on the device's
flow control, should be maintained-at
a generally accepted satisfactbry level
and should be made known to the user
through special labeling. The device is
used with other devices in a system
that may be hazardous if not satisfac-
torily assembled, used, and main-
tained. The Panel believes that gener-
al controls alone would not provide
sufficient control over the perform-
ance characteristics of this device. The
Panel believes that a pfformance
standard will provide reasonable assur-
ance of the safety-and effectiveness of
the device and that there is sufficient
information, to establish a standard to
provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
'edge of, and experience with, the
device.

5. Risks to health: Inadequate gas
transfer: Inaccuracy' or instability of
the flow control can lead to inad-
equate or excessive gas transfer.

PROPOSED CLASSMCATION

The Commissioner agrees with the.
Panel's. recommendation and is pro-
posing that the cardiopulmonary
bypass gas control unit be classified
into class II (performance standards).
The Commissioner believes that a per-
formance standard is necessary for
this device because general controls by
themselves are insufficient to control-
the risks to health. A performance
standard would provide reasonable as-
surance of the safety and effectiveness
of the device. The Commissioner' also
believes that there is sufficient infor-
mation to establish a standard to pro-
vide such assurance.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546

PROPOSED RULES

(21 U.S.C. 360c, 371(a))) and'under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart E by adding new
§ 870.4300 as follows:

§870.4300 Cardiopulmonary bypass gas
control unit.

(a) Identification. A cardiopulmon-
ary bypass gas control unit is a device
used to control and measure the flow
of gas into the oxygenator. The device
is calibrated for a specific gas.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lne, Rockville, MD 20857, written
comments regarding this proposal.
Four-copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the al~ove office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JosEaIH P. HILE,

Associate Commissioner
forRegulatoryAffairs.

[FR Doc. 79-6260 Filed 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Part 8701

[Docket No. 78N-15201

MEDICAL DEVICES

Classification of Cardiopulmonary Bypass
Coronary Pressure Gauges

AGENCY: Food and Drug Administra-
tion.
ACTIOni: Proposed rule.

SUMMARY:-The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying cardiopulmonary bypass'
coronary pressure gauges into class II
-(performance standards). The FDA is
also publishing the recommendation
of the Cardiovascular Device Classifi-
cation Panel that the device be classi-
fied into class II- The effect of classi-.
fying a device into class II is'to provide
.for the future development of one or
more performance standards to assure
the safety and effectiveness of the
device. After considering public com-'
ments, FDA will issue a final regula-
tion classifying the device. These ac-
tions are'being taken under the Medi-
cal Device Amefidments of 1976.
DATES: Comments by May 8, 1979.,
The Commissioner of Food and Drugs

proposes that the final iegulation
based on this proposal become effec-
tive 30 days after the date of Its publi-
cation in the FEDERAL REGxSTER.

ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, .Bureau of
Medical Devices (HFI(-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, Md. 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEIL RECOMMENDATION

A proposal elsewhere in this Issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation,
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of cardiopulmonary bypass coronary
pressure gauges:

1. Identification: A cardiopulmonary
bypass coronary pressure gauge Is a
device used in cardiovascular bypass
surgery to measure the pressuret of the
blood perfusing the coronary arteries.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
medium priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the cardiopulmonary bypass coro-
nary pressure gauge be classified into
class II because this device is neither
life-supporting nor life-sustaining, but
is potentially hazardous to life or
health even when properly used. Per-
formance characteristics, Including ac-
curacy, reproducibility, and any limi-
tations on the device's measurement
of the pressure in the coronary artery
perfusion line, should be maintained
at a generally accepted satisfactory
level and should be made known to

- the user through special labeling. This
device is attached to the body through
the extracorporeal blood circuit and is.
used in a clinical environment where
excessive leakage current can be a seri-
ous hazard. Thus the electrical charac-
teristics of this device, e.g., electrical
leakage current, need to meet certain
requirements. The Panel believes that
general controls alone would not pro-
vide sufficient control over the per-
formance characteristics of this
device. The Panel believes that a per-
formance standard will provide reason-
able assurance of the safety and effec-
tiveness of the device and that there is
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sufficient information to establish a
standard to provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-

-edge of, and experience with, the
device.

5. Risks to health:-,(a) Inadequate or
excessive blood supply to the coronary
arteries: If the zero or calibration of
the device is inaccurate or unstable,
the device may generate false pressure
readings. If false pressure readings are
used in managing the patient, inad-
equate or excessive blood may, be sup-
plied to the coronary arteries.

(b) Cardiac arrhythmias or electrical
shock: If the device is electrically
powered, excessive electrical leakage
'current can disturb the normal elec-
trophysiology of the heart, leading to
the onset of cardiac arrhythmias. Elec-
trical leakage current can also cause
electrical shock to a physician during
a catheterization or surgical proce-
dure, and this may lead to iatrogenic
complications.

PROPOSED CLA.SSIFICATION

- The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the cardiopulmonary
bypass coronary pressure gauge be
classified into class II (performance
standards). The Commissioner believes
that a performance standard -is neces-
sary for this device because- general
controls by themselves are insufficient
to control the risks to health. A per-
formance standard would provide rea-
sonable assurance of the safety and ef-
fectiveness of the device. The Commis-
sioner also believes that there is suffi-
cient information to establish a stand-
ard to provide such assurance.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat 540-546
(21 U.S.C- 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart E by adding new
§ 870.4310 as follows:

§870.4310 Cardiopulmonary bypass coro-
nary pressure gauge.

(a) Identificatiom A cardiopuhnon-
ary bypass coronary pressure gauge is
a device used in cardiovascular bypass
surgery to measure the pressure of the
blood perfusing the coronary arteries.

(b) Classification. Class H (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be

submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found In
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.

JOSEPH P. HILZ
Associate Commissioner

forRegula tory Affairs.

[FR Doc. 79-6261 Filed 3-8-79:8:45 am]

[4110-03-M]

[21 CFR Part 870]

[Docket No. 78N-152]

MEDICAL DEVICES

Classification of Cardiopulmonary Bypass
Pulsatile Flow Generators

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.
SUMMARY: The Food and, Drug Ad-
ministration (FDA) is Issuing for
public comment a proposed regulation
classifying cardiopulmonary bypass
pulsatile flow generators into class I
(premarket alproval). The FDA is also
publishing the recommendation of the
Cardiovascular Device Classification,
Panel that the device be classified into
class II. The effect of classifying a
device into class III is to provide for
each manufacturer of the device to
submit to FDA a premarket approval
application at a date to be set in a
future regulation. Each application In-
cludes information concerning safety

- and effectiveness tests of the device.
After considering public comments,
FDA will issue a final regulation clas-
sifying the device. These actions are
being taken under the Medical Device
Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL RrzsTER.
ADDRESS: Written comnments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockvlle, WD 20857.
FOR FURTHER INFORMATION
CONTACT*

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration. Depart-
ment of Health, Education. and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:
PANEL RECOMEmsDATION

A proposal elsewhere in this issue of
FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of cardiopulmonary bypass pulsatfle
flow generators.

1. Identification: A cardiopulmonary
bypass pulsatfile flow generator is an
electrically and pneumatically operat-
ed device used to create pulsatile blood
flow. The device iL placed in a cardio-
pulmonary bypass circuit downstream
from the oxygenator.

2. Recommended classification: class
III (premarket approval). The Panel
recommends that premarket approval
of this device be a low priority. -

3. Summary of reasons for rebom-
mendation: The Panel recommends
that the cardiopulmonary bypass pul-
satile flow generator be classified into
class III because, although this device
is neither life-supporting nor life-sus-
taining, It is potentially hazardous to
life or health even when properly
used, and because there are insuffi-
cient data to establish the safety and
effectiveness of this . device. This
device is attached to the body through
the blood and the extracorporeal oxy-
genator circuit and is used in a clinical
environment where excessive leakage
current can be a serious hazard Thus
the electrical characteristics of this
device, e.g., electrical leakage current,
need to meet certain requirements. Al-
though the device releases an accept-
able energy level into the bloodstream
when functioning properly, unsafe
energy levels may be released if the
device malfunctions. Because the
device is placed directly in contact
with the blood-tream, it should be de-
signed and constructed to rnimize
disruption of normal blood flow and
foreign body reactions. Performance
characteristics, including accuracy, re-
producibility, and any limitations on
the device's ability to provide pulsatile
flow. should be maintained at a gener-
ally accepted satisfactory level and
should be made known to the user
through special labeling. The Panel
believes that general controls alone
would not provide sufficient control
over the performance characteristics
of this device. In addition, the per-
formance characteristics of the device
are not well-defined and the data on
them are insufficient to establish a
performance standard. The Panel be-
lieves that premarket approval is nec-
essary to assure the safety and effec-
tiveness of the device.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
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with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device. The Panel believes that data
do no texist to demonstrate the safety

-and efficacy of the device and that
clinical trials are currently the only
method capable of establishing safety
and efficacy.

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmias. Electrical leakage
current can also cause electrical shock
to a physican during a catheterization
or surgical procedure, and this may
lead to iatrogenic complications. (b)
Blood damage: If the materials, sur-
face finish, cleanliness, or mechancial
design of this' device are inadequate,
damage to the blood may result. (c)
Thromboembolism: Inadequate blood
compatibility of the materials used in
this device, inadequate surface finish
and cleanliness, or improper mechani-
cal design may lead to potentially de-
bilitating or fatal thromboemboll. (d)
Gas embolism: Rupture of the pump-
ing bladder or a leak in the pumping
chamber can allow potentially debili-
tating or fatal gas -emboli to escape
Into the bloodstream.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the - cardiopulmonary
bypass pulsatile flow generator be
classified into class III (premarket.ap-
proval). After reviewing the literature,
FDA has found that pulsatile flow in
oxygenator circuits is a major topic of
debate. The hazards of pulseless flow
of a rate less than 100 milliliters per
kilogram per minute have been listed
as metabolic acidosis, weight gain,
edema, visceral pooling, capillary
stasis, opening of the arterial venous
shunt, and decreased lymph flow (Ref.
1). However, at greater flow rates it is
stated that none of these changes is
apparent and no significant physio-
logical differences occur. Increased
renin production has also been-shown
to occur with pulseless flow (Refs. 2
and 3), and it has been hypothesized
that reduced reticuloendothelial
system phagocytic function (white
blood cell defensive function can occur
due to prolonged pulseless flow (Ref.
4). On the other hand, pulsatile flow
has been indicated in increased blood
damage and a greater chance of rup-
ture or leaks in the extracorporeal cir-
cuit (Refs. 2 and 5). The data to sup-
port either side of this controversy are
not convincing. The Commissioner be-
lieves the device is purported or repre-
sented to be for a use in establishment
of pulsatile flow through the cardio-
pulmonary bypass circuit which may

be of substantial importance in pre-
venting impairment of human health.
The Commissioner believes that insuf-
ficient information exists t6 determine
that general controls will provide rea-
sonable assurance of the safety and ef-
fectiveness of the device and that in-
sufficient information exists to estab-
lish a performance standard to provide
this assurance.

The following information has been
placed in 'the office of the Hearing
'Clerk (address above) and may be seen
by interested persons, from 9 a.m. to 4
p.m., Monday through Friday.

1. Nose, Y., "The Oxygenator," in
"Manual and Artificial Organs," Vol. 2.. C.
V. Mosby, St Louis, pp. 167-175, 1973.

2. Bartlett, R. H. and B. E. Harken, "In-
strumentation for Cardiopulmonary Bypass:
Present and Future," Medical Instrumenta-
tion, 10(2):119-124, 1976.

3. Many, M. et al., "Effects of Depulsation
of Renal Blood Flow Upon Renal Function
and Renin Secretion," Surgery, 66(1):242-
249, 1969.

4; -Kusserow, D. K., R. W. Laro, and J. E.
Nickels, "Decreased Reticuloendothellal
Phagocytic Function Following Prolonged
IN VIVO Blood Pumping-Preliminary Ob-
servations," in "Transactions of the Ameri-
can Society for Artificial Internal Organs,"
21:388-393, 1975.

5. Bartlett, R. H., "Mechancial Cardiopul-
monary Substitution During Open-Heart
Surgery," Cardiovascular Clinics, 3(3):134-
152, 1971.

Therefore, under the F ederal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat, 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371<a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposed to amend
Part 870 in Subpart E by a'dding new
§ 870.4320 as follows:

§ 870.4320 Cardiopulmonary bypass pulsa-
tile flow generator.

(a) Identification. A cardiopilmon-
ary bypass pulsatile flow generator is
an electrically and'pneumatically op-
erated device used to create pulsatile
blood flow. The device is placed in a
cardiopulmonary bypass circuit down-
stream from the oxygenator.

(b) Classification. Class III (premer-
ket approval).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockvlle, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
bracket in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours

of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JOSEPH P. HiLE,

Associate Commissioner
for Regulatory Affairs.

-[FR Doe. 79-6263 Filed 3-8-79; 8:45 am]

[41 10-03-M]

[21 CFR Part 870J

[Docket No. 78N-15221

MEDICAL DEVICES

Classification of Cardiopulmonary Bypass On-
Lino Blood Gas Monitors

AGENCY: Food and Drug Administra-
tion.

ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) Is Issuing for
public comment a proposed regulation
classifying cardiopulmonary bypass
on-line blood gas monitors into class II
(performance standards). The FDA Is
also publishing the recommendation
of the Cardiovascular Device Classifi-
cation Panel that the device be classi-
fied into class II. The'effect of classi-
fying a device Into class II is to provide
for the future development of one or
more performance standards to assure
the safety and effectiveness of the
device. After considering public com-
ments, FDA will Issue a final regula-
tion classsifying the device. These ac-
tions are being taken under the Medi-
cal Device Admendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of Its publi-
cation in the FEDERAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR- FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION

A proposal elsewhere in this issue of
FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with, respect to the classification
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of cardiopulmonary bypass on-line
blood gas monitors:

1. Identification: A cardiopulmonary
bypass on-line blood gas monitor is a
device used in conjunction with a
blood gas sensor to measure the level
of gases in the blood.

2. Recommended clasification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that cardiopulmonary bypass on-line
blood gas monitors be classified into
class II because this electrically
powered device is neither life-support-
ing nor life-sustaining, but is poten-
tially hazardous to life or health even
when properly used. This device is at-
tached to the cardiopulmonary bypass
circuit through a transducer and is
used in a clinical environment where
excessive leakage current can be a seri-
ous hazard. Thus the electrical charac-
teristics of this device, e.g., electrical
leakage current, need to meet certain
requirements. Performance character-
istics, including accuracy, reprodubibil-
ity, and any limitations on the device's
measurement of blood gas levels,
should be maintained at a generally
accepted satisfactory level and should
be made known to the user through
special labeling- The device is used
with other devices in a system that
may be hazardous if not satisfactorily
assembled, used, and maintained. The
Panel believes that general controls
alone would not provide sufficient con-
trol over the performance and electri-
cal characteristics of this device. The
Panel believes 'that a performance
standard will provide reasonable assur-
ance of the safety and effectiveness of
the device and that there is sufficient
information to establish a standard to
provide such assurance.

4. Summary of data on Which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent iProperties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmias. Electrical leakage
*current can also cause electrical shock
to a physician during a catheterization
or surgical procedure, and this may
lead to iatrogenic complications. (b)
Misdiagnosis: If the zero or calibration
of the device is inaccurate or unstable,
the device may generate inaccurate df-
agnostic data. If inaccurate diagnostic
data are used in managing the patient,

'the physician may prescribe a course

of treatment that places the patient at
risk unnecessarily.

PRoPosED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the cardiopulmonary
bypass on-line blood gas monitor be
classified into class II (performance
standards). The Commissioner believes
that a performance standard is neces-
sary for this device because general
controls by-themselves are insufficient
to control the risks to health. A per-
formance standard would provide rea-
sonable assurance of the safety and ef-
fectiveness of the device. The Commis-
sroner also believes that there is suffi-
cient information to establish a stand-
ard to provide such assurance.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart E by adding new
§ 870.4330 as follows:

§ 870A330 Cardiopulmonary bypass on-
. line blood gas monitor.

(a) Identification. A cardlopulmon-
ary bypass on-line.blood gas monitor is
a device used in conjunction with a
blood gas sensor to measure the level
of gases in the blood.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MAD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found In
brackets In the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26.1979.
JosEPH P. HIL,

Associate Commissioner
forRegulatoryAffairs.

[FR Doc. 79-6264 Filed 3-8-79; 8:45 am)

[4110-03-M]

[21 CFR Part 870]

[Docket No. 78N-1523]

MEDICAL DEVICES
Classification of Cardiopulmonary Bypass

Level sensing Monitors and/or Controls

AGENCY: Food and Drug Administra-
tion.

ACTION: Proposed Rule.

SUMMARY: The food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying cardiopulmonary bypass
level sensing monitors and/or controls
into class II (performance standards).
The FDA is also publishing the recom-
mendation of the Cardiovascular
Device Classification Panel that the
.device be classified into class IL The
effect of classifying a device into class
II Is to provide for the future develop-
ment of one or more performance
standards to assure the safety and ef-
fectiveness of the device. After consid-
ering public comments, FDA will issue
a final regulation classifying the
device. These actions are being taken
under the Medical Device Amend-
ments of 1976.
Dates: Comments by May 8, 1979. The
Commissioner of Food and Drugs pro-
poses that the final regulation based
on this proposal become effective 30
days after the date of its publication
in the F RAuL REGISTE
ADDRESS: Written comments to the
Hearing Clerk (EFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT.

Glenn A. Rahmoeller, Bureau of
Medical Devices (HE -450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-71559.

SUPPLEMAENTARY INFORMATION:

PANE REco==NDATox
A proposal elsewhere in this issue of

the FEDERAL REGISER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, and FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of cardiopulmonary bypass level sens-
ing monitors and/or controls:

1. Identification: A cardiopulmonary
bypass level sensing monitor and/or
control is a device used to monitor
and/or control the level of blood in
the blood reservoir and to sound an
alarm when the level falls below a pre-
determined value.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
high priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the cardiopulmonary bypass level
sensing monitor and/or control be
classified into class II because the
device is neither life-supporting nor
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life-sustaining, but 'loss of reservoir
volume undetected and/or uncon-
trolled by the device is potentially haz-
ardous to life and health. This device
is attached to the cardiopulmonary
bypass circuit, through a transducer
and is used in a clinical environmemt
where excessive leakage current can be
a serious hazard. Thus the electrical
characteristics of this device, e.g., elec-
trical leakage current, need to meet
certain requirements. Performance
characteristics, including accuracy, re-
producibility, and any limitations on
the device's sensing and measurement
of the blood level in the reservoir
should be maintained at a generally
accepted satisfactory level and should
be made known to the user through
special labeling. The device is used
with other devices in a system that
may be hazardous if not satisfactorily
assembled, used, and maintained. The
Panel believes that general controls
alone would not provide sufficient con-
trol over the performance and electri-
cal characteristics of this device. The
Panel believes that a perfdrmance
standard will provide reasonable assur-
ance of the safety and effectiveness of
the device and that there is sufficient
Information to establish a standard to
provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmias. Electrical leakage
current can also cause electrical shock
to a physician during a catheterization
or surgical procedure, and this may
lead to iatrogenic complications. (b)
Introduction of air into the extracor-
poreal blood circuit: If the sensing cir-
cuit or alarm is inaccurate or unreli-
able, the level of blood in the resevoir
could fall to zero and allow air to enter.
the extracorporeal blood circuit.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the cardiopulmonary
bypass level -sensing monitor and/or
control be classified into class II (per-
formance -standards). The Commis-
sioner believes that a performance,
standard is necessary for this device

-because general controls by them-
selves are insufficient to control the
risks to health. A performance stand-
ard would provide reasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-

PROPOSED RULES

lieves that there is sufficient informa-
tion to establish a standard to provide
such assurance.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the commissioner proposes to amend
Part 870 in Subpart E by adding new
§ 870.4340 as follows:

§ 870.4340 Cardiopulmonary bypass level
sensing monitor and/or control.

(a) Identification. A cardiopulmon-
ary bypass level sensing monitor and/
or control is a device used to monitor

- and/or control the level of blood in
the blood reservoir and to sound an
alarm when the level falls below a pre-
determined value.
. (b) Classification. Class II (perform-

ance standards).
Interested persons may, on or before

May 8, 1979 .submit to the Hearing
Clerk (HFA-305), Food, and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all'comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JOSEPH P.AHI ,

Associate Commissioner
forRegulatoryAffairs.

[FR Doc. 79-6265 Filed 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Part 870]

[Docket No. 78N-1524]

MEDICAL DEVICES
Classification of Cardiopulmonary Bypass

. Oxygenators
AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed Rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying the cardiopulmonary
bypass oxygenator into class III (pre-
market approval). The FDA is also
publishing the recommendation of the
Cardiovascular Device Classification
Panel that the device be classified into
class III. The effect of classifying a
device into class III is to provide for
each manufacturer of the device to
submit to FDA a premarket approval

application at a date to be set In a
future regulation. Each application In-
cludes information concerning safety
and effectiveness tests of the device.
After considering public comments,
FDA will issue a final regulation clas.
sifying the device. These actions are
being taken under the Medical Device
Amendments of 1976.
DATE: Comments by May 8,1979, The
Commissioner of Food and Drugs pro-
poses that the final regulation based
on this proposal become effective 30
days after the date of its publication
in the FEDERAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockvllle, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
'Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION

A proposal elsewhere in this Issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation,
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of cardiopulmonary bypass oxygena-
tors:

1. Identification: A cardiopulmonary
bypass oxygenator Is a device used to
exchange gases between blood and d
gaseous environment to satisfy the gas
exchange needs of a patient during
open-heart surgery.

2. Recommended plassification: Class
III (premarket approval). The Panel
recommends that premarket approval
of this device be a high priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the cardiopulmonary bypass oxy-
genator be classified into class III be.
cause this device is life-supporting and
presents a potential unreasonable risk
of illness or injury. Because the device
is placed directly in contact with the
bloodstream, It should be designed and
constructed to minimize foreign body
reactions and disruption of normal
blood flow. Performance characteris-
tics, including accuracy, reproducibil-
ity, and any limitations on the device's
ability to exchange gas, and to mini-
mize blood damage and particulate
generation, should be maintained at a
generally accepted satisfactory level
and should be made known to the user
through special labeling. The Panel
believe that general controls alone
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would not provide' sufficient control
over the performance characteristics
of this device. The Panel members also
believes that insufficient medical data
exist concerning the performance and
design characteristics of the device to
establish a performance standard to
provide reasonable assurance of the
device's safety and effectiveness.
Therefore, the Panel believes that this
device needs to be subject to premar-
ket approval.

4. Summary of data on which the,recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of thedevice, their personal knowledge of,
and experience with, the device, and
the lack of sufficient scientific and
medical data to enable the develop-
ment of performance standards to
assure the safety and effectiveness of
the device.

5. Risks to health: (a) Blood damage: -
If the materials, surface finish, or
cleanliness of this device are inad-
equate, damage to the blood may
result. (b) Inadequate or excessive gas
transfer- Improper design of the gas

-transfer mechanism can lead to this
hazard. (c) Thromboembolism: Inad-
equate blood compatibility of the ma-
terials used in this device and inad-
equate surface finish and cleanliness
may lead to potentially debilitating or .
fatal thromboemboli. (d) Gas embo-
flism: Inadequate debubbling, filtering,
or separation of the gas and blood
phases can lead to potentially debili-
tating or fatal gas embolism.-

PROPOSED CLASSIFICATION
The Commissioner agrees -with the

Panel's recommendation and is pro-
posing that the -cardiopulmonary
bypass oxygenator be classified into
class III (premarket approval). The
Commissioner believes the device is
purported or represented to be for a
use (providing oxygen and carbon
dioxide transfer for the blood during
cardiopulmonary bypass operations) in
supporting or sustaining human
health. The act requires the Commis-
sioner to classify a life supporting or
life sustaining device into class I
unless the Commissioner determines
that premarket approval is not neces-
sary to provide reasonable assurance
of the device's safety and effective-
ness. In this case, the Commissioner
tias determined that premarket ap-
proval is necessary. The Commissioner
believes that insufficient information
exists to determine that general con-
trols will provide reasonable assurance
of the safety and effectiveness of the
'device and that insufficient informa-
tion exists to establish a performance
standard to provide this assurance.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec& 513,

PROPOSED RULES

701(a), 52 Stat. 1055, 90 Stat-540-546
(21 U.S.C.1360c, *371(a))) and under au-
thority delegated to him (21 CFR 5.1).
the Commissioner proposes to amend
Part 870 in Subpart E by adding new
§ 870.4350 as follows:

§870.4350 Cardiopulmonary bypass oxy-
genator.

(a) Identification. A cardiopulmon-
ary bypass oxygenator Is a device used
to exchange gases between blood and a
gaseous environment to satisfy the gas
exchange needs of a patient during
open-heart surgery.

(b) Classification Class III (premar-
ket approval).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments.
and shall be Identified with the Hear-
ink Clerk docket number found in
brackets In the heading of this docu-
ment. Received comments may be seen
in the abbve office between the hours
of 9 am. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JOSEPH P. HME,

Associate Commissioner
RegulatoryAffair..

[FR Doc. 79-6266 Piled 3-8-79; 8:45 aml

[4110-03-M]

[21 dFR Part 870]
[Docket No. 78N-1525J

- MEDICAL DEVICES

Classification of Nonroller-Type
Cardiopulmonary Bypass Blood Pumps

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.
SUMMTARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying nonroller-type cardiopul-
monary bypassblood pumps into class
III (premarket approval). The FDA is
also publishing the recommendation
of the Cardiovascular Device Classifi-
cation Panel that the device be classi-
fied into class Ill. The effect of classi-
fying a device into class III is to pro-
vide for each manufacturer of the
device to submit to FDA a premarket
approval application at a date to be set
in a future regulation.'Each applica-
tion includes information concerning
safety and effectiveness tests of the
device. After considering public com-
ments, FDA will Issue a final regula-

13409

tion classsifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of ltspubli-
cation in the FEDERAL REoIs=
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration. Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT.

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFJK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, Md. 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PnE! RECOLIMMATION

A proposal elsewhere in this issue of
the FsanRAI. REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion regarding the classification of
nonroller-type cardiopulmonary
bypass blood pumps:

1. Identification: A nonroller-type
cardiopulmonary bypass blood pump is
a device that uses a method other
than revolving rollers to pump the
blood through the cardiopulmonary
bypass circuit during bypass surgery.

2. Recommended classification: Class
I1 (premarket approval). The Panel
recommends that premarket approval
of this device be a medium priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the nonroller-type cardiopulmon-
ary bypass blood pump be classified
into class M because this device is life
supporting and life sustaining and is
potentially hazardous to life or health
even when properly used. This device
Is attached directly to the cardiopul-
monary bypass circuit and Is used in a
clinical environment where excessive
leakage current can be a serious
hazard. The device is used with other.
devices In a system that may be haz-
ardous If not satisfactorily assembled,
used, or maintained. The Panel be-
lieves that general controls alone
would not provide sufficient control
over the performance characteristics
of this device. The Panel also believes
that a performance standard would
not provide reasonable assurance of
the safety and effectiveness of the
device and, moreover, that there is not
sufficient information to establish a
standard to provide such assurance.
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4. Summary of data. on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the,
device. In addition, the Panel reviewedr

othe medical literature. At present,
there ate several types of blood pumps
available. These types can be divided
into two categories: pulsatile flow
pumps and nonpulsatile flow pumps.
Pulsatile pumps. are of a daphragmat
ic, pneumatic, piston, bellows, or bar
compression design (Ref. 1). There are
three main issues concerning, blood
pumps that are addressed in the litera-
ture. (1) the advantages and disadvan-
tages of pulsatile flow (Refs. 1
through 3 and 5 through 12), (2) the
effect of occlusive versus noiocclusive
roller pressure (Refs. 1 through. 4),
and (3) the effect on the patient of
particulate, including any developed
by the pump.1rom the extracorporeal
circuit (Refs. 13 through 17). The con-
troversy over pulsatile flow is a major
topic of debate in the literature. Nose
(Ref- 1) listed the hazards of pulseless
flow of a rate less than,100 milliliters
per kilogram per minute as metabolic
acidosis, weight gain, edema, splanch-
nic pooling, capillary stasis, opening of
the arterial venods shunt, and 'de-
creased lymph flow. However, at great-
er flow rates it is stated that none of
these changes are apparent and no sig-
nificant physiological differences
occur. Increased renin productidn has
also been shown to occur -with- pulse-
less flow (Refs. 2 and 5), and Kusserovr
et al. (Ref. 6) have. hypothesized that
reduced reticuloendothelial system
phagocyti function-(white blood cell
defensive function) can occur due to
prolonged pulseless flow. Bartlett
(Refs. 2 and 3) indicates that many of
the problems of pulseless flow can be

"controlled and that, because of pulsa-
tile flow through narrow cannula,
blood velocity increases causing in-
creased hemolysis and a greater
chance of rupture or leaks. Therefore,
he believes a roller pump to be the
equipment of choice. However, many
authors (Refs. 5 through 12)-disagree
with this position and favor pulsatile
flow. It does not appear that this con-
flict will be resolved easily or in the
near future. From the literature re-
viewed, the Panel believes that suffi-
cient data do not exist to establish
adequate performance standards to
assure the safety and effectiveness of
nonroller-type cardiopulmonary
bypass blood pumps.

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
diac arrhythmias. Electric leakage cur-

rent can also cause electrical shock to
a physician during a catheterization or
surgical procedure, and this, may lead
to iatrogenic complications. (b) Blood
damage: If the materials, surface
finish, or cleanliness of this device are
inadequate, damage to the blood may
result. Improper mechanical design of
the devibe can also lead to this hazard.
(c), Variability in stroke volume: The
design of the pump head and the
torque developed by the pump are
characteristics of the device that can
lead to variability in stroke volume.
(d) Embolism: Improper design of the
device may .cause the generition of
gaseous, particulate,, or thrombotic
embolisms, which may be debilitating
or fatal.

• PROPOSED CLASSIFICATION

The Commissioner agrees -with the
Panels recommendation and is pro-
posing that nonroller-type cardiopul-
monary bypass blood pumps be classi-
fied into class III (premarket approv-
al). The Commissioner believes the,
device is purported or represented to
b6 for a use (pumping the blood
through the cardopulmonary bypass
circuit) in supporeing or sustaining
human health. The act requires the
Commissioner to classify a'life-sup-
porting or life-sustaining device into
class III unless the Commissioner de-
termines that premarket approval is
not necessary to provide reasonable as-
surance of the device's safety and ef-
fectiveness. In this case, 'the Commis-
sioner has determined that preniarket
approval is necessary. The Commis-
sioner believes that insufficient infor-
mation exists to determine that gen'er-
al controls vifl provide reasonable as-
surance 6f the safety and effectivness
of the device and that insufficient in-
formation exists to establish a per-
formance standard to provide this as-
surance.
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Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart E by adding new
§ 870.4360 as follows:

§ 870.4360 Nonroller-type cardiopulmon.
ary bypass blood pump.

(a) Identification. A nonroller-type
cdrdiopulmonary bypass blood pump Is
a device that uses a method other
than revolving rollers to pump the
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blood through the cardiopulmonary
bypass circuit during bypass surgery.

(b) Classtflcatzon. Class III (premar-
ket approval).

Interested pesons may. on or before
May 3. 1979.. submit to the Hearing
Clerk (EFA-305). Food and Drug Ad-
ministration. Rm. 4-65. 5600 Fishers
Lane. Rockville. Md 20857. written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JosEPH P. HiE,

Associate Commissioner
for RegulatorfAffairs.

[FR Doc. 79-6267 Filed 3-8-79; 8:45 am]

[41'10-03-M]

[21 CFR Part 870]

[Docket No. 78N-1526]

MEDICAL DEVICES

Classification of Roller-Type Cardiopulmonary
Bypass Blood Pumps

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying roller-type cardiopulmon-
ary bypass blood pumps into class II
(performance standards). The FDA is
also publishing the recommendation
of the Cardiovascular Device Classifi-
cation Panel that the device be classi-
fied into class II. The effect of classi-
fying a device into class II is to provide
for the future development of one or
more performance standards to assure
the safety and effectiveness of the
device. After considering public com-
ments, FDA will issue a final regula-
tion classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of 1976.

DATE: Comments by May 8,1979. The
Commissioner of Food and Drugs pro-
poses that the final regulation based
on this proposal become effective 30
days after the date of its publication
in the FEDERAL REGISTER.

ADDRESS: Written comments to the
Hearing Clerk (HFA-350), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.

FOR FURTHER INFORMATION
CONTACT:

-Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration. Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:
PA=L RECOMMENDATION

A proposal elsewhere in this issue of
the FEDERAL RErGisER provides back-
ground information concerning theade-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, and FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of roller-type cardiopulmonary bypass
blood pumps:

1. Identification: A roller-type car;
diopulmonary bypass blood pump is a
device that uses a revolving roller
mechanism to pump the blood
through the cardiopulmonary bypass
circuit during bypass surgery.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
medium priority.

3. Summary of reasons for recom-
mendation: Although this device is
life-supporting, the Panel recommends
that the cardiopulmonary bypass
roller-type blood pump be classified
into class II. This electrically powered
device pumps the blood through the
extracorporeal blood circuit, is directly
attached to the cardiopulmonary
bypass circuit, and is used in a clinical
environment where excessive leakage
current can be a serious hazard. Thus
the electrical characteristics of this
device, e.g., electrical leakage current,
need to meet certain requirements.
Performance characteristics, including
accuracy, reproducibility, and any
limitations on the device's ability to
pump the blood, should be maintained
at a generally accepted satisfactory
level and should be made known to
the user through special labeling. The
device is used with other devices in a
system that may be hazardous if not
satisfactorily assembled, used, and
maintained. The Panel believes that
general controls alone would not pro-
vide sufficient control over the per-
formance characteristics of this
device. The Panel believes that a per-
formance standard will provide reason-
able assurance of the safety and effec-
tiveness of the device and that there Is
sufficient information to establish a
standard to provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and. experience with, the

device. In addition, the Panel reviewed
the medical literature concerning this
device and found further support for
their recommendation. At present,
there are several types of blood pumps
available. These ,can be divided into
two categories, namely, pulsatile flow
pumps and nonpulsatfile flow pumps.
The roller pump is an example of a
nonpulsatile type of pump. It is the
most commonly used pump for cardio-
pulmonary bypass because it is reli-
able, durable, and easy to regulate and
operate (Ref. 3). There are three main
issues concerning blood pumps that
are addressed in the literature: tl) the
advantages and disadvantages of pul-
satile flow (Refs. 1 through 3, and 5
through 12), (2) the effect of occlusive
versus nonocclusive roller pressure
(Refs. 1 through 4), and (3) the effect
on the patient of particulates, includ-
ing any developed by the blood pump,
from the extracorporeal circuit (Refs.
13 through 17). Bartlett (Refs. 2 and
3) indicates that many of the problems
of pulseless flow can be controlled and
that, because of pulsatile-Rlow through
narrow cannula, blood velocity in-
creases causing increased hemolysis
and a greater chance of rupture of
leaks. Therefore, Bartlett believes a
roller pump to be the preferable
choice. The literature indicates con-
cern over blood damage caused during
compression of the pump tubing by
the rollers. Hemolysis was the main
problem addressed in this regard. Nos6
(ReL 1) states that hemolysis in-
creases directly with the number of
rollers on the pump and the occlusive
pressure applied by these rollers This
is supported by Bernstein and Gleason
(Ref. 4). However, Bartlett (Ref. 2) in-
dicates no difference in hemolysis be-
tween "almost" occlusive and com-
pletely occlusive pressure settings.
Nos6 (Ref. 1) and Bernstein and Glea-
son (Ref. 4) mention an occlusive pres-
sure sufficient to support a 60-centi-
meter column of water as being the
proper adjustment. Bartlett (Ref. 3)
recommended 150 centimeters of
water as the proper adjustment. In
general, occlusive settings are accepted
because they allow accurate flow cali-
bration, have the feature of positive
displacement, and their output does
not depend on the resistance of the
extracorporeal circuit (Ref. 1). The
safety and effectiveness of roller
pumps is proved daily by the results of
thousands of cardiopulmonary bypass
operations. The Panel believes that
sufficient technical and clinical infor-
mation Is available to establish per-
formance standards for roller pumps
used in cardiopulmonary bypass sur-
kery.

5. Risks to health: " (a) Cardiac ar-
rhythmlas or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of
the heart, leading to the onset of car-
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diac arrhythmias. Electrical leakage
current can also cause electrical shock
to a physician during a catheterization
or surgical procedure, and this may
lead to iatrogenic complications. (b)
Blood damage or damage to bypass cir-
cuit tubing resulting in embolic com-
plications: Inadequate mechanical
design of the pump can cause exces-
sive compression of the: tubing and
-blood, leading to the formation of
blood clots and the splintering of par-

'ticles from the tubing, thus forming
potentially debilitating of fatal embol.
(c) Variability in stroke volume: Inad-
equate mechanical design of the pump,
head and torque developed in the.
pump head are characteristics of the
device that can cause a variability in
stroke volume, thereby reducing the
physican's control over the-flow rate
In the bypass circuit.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the roller-type cardiopul-
monary bypass blood pump be classi-
fied into class II (performance stand-
ards). The Commissioner believes that
a performance standard is necessary
for thls device because general con-
trols by themselves are insufficient to
control the risks to health. A perform-
ance standard would provide reason-
able assurance of the safety and effec-
tiveness of the device. The Commis-
sioner also believes that there is suffi-
cient information to establish a stand-
ard to provide such assurance..
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Therefore, under the Federal Food,
,Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 irL Subpart E by adding new
§ 870.4370 as follows:

§870.4370 Roller-type cardiopulmonary
bypass blood pump.

(a) Tdentification. A roller-type ca-
diopuimonary bypass blood pump is a.
device that uses a revolving roller
mechanism to pump the blood
through the cardiopulmonary bypass
circuit during bypass surgery.

(b) Classification. Class It (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, Md. 20857, written
comments regarding this -proposal.

Four copies of all comments shall be
submitted, except that Individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found In
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.

JOSEPH F. HiLE,
Associate Commissioner

for Regulatory Affairs
[FR Doe. 79-6268 Filed 3-8-79:8:45 am]

[4110-03-M].

[21 CFR Part 870]

EDocket No. 78N-1527]

MEDICAL DEVICES

Classification of Cardiopulmonary Bypass
Pump Speed Controts

AGENCY: Food and Drug Administra-
tion.

ACTION: Proposed Rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying cardiopulmonary bypass
pump speed controls into class Ii (per-
formance standards). The FDA Is also
publishing the recommendation of the
Cardiovascular Device Classification
Panel that the device be classified Into
class II. The effect of classifying a
device into class II is to provide for the
future development of one .or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments,
FDA will issue a. final regulation clas-
sifying the device. These actions are
being taken under the Medical Device
Amendments of 1976.
DATES: Comments by May 8, 1979.'
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of Its publi-
cation in the FEDERAL Rmzi=s.

ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockvllle, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmaoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-.
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.
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SUPPLEMENTARY INFORMATION:
PANEL RECOMMENDATION

A proposal elsewhere in this issue of
the FEDEmAL REGisT provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, and FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of cardiopulmonary bypass pump
speed controls:

1. Identification: A cardiopulmonary
pump speed control is a device that in-
corporates an electrical system" or a
mechanical system, or both, and is
used to control the speed of blood
pumps used in cardiopulmonary
bypass surgery.
. 2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
imediui priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the cardiopulmonary bypass
pump speed control by classified into
class II because this device is neither
life-supporting nor life-sustaining, but
is potentially hazardous to life or
health even when properly used. This
device is attached to the cardiopul-
monary bypass circuit through the
blood pump and is used in a clinical
environment where excessive leakage
current can be a serious hazard. Thus
the electrical characteristics of this
device, e.g., electrical leakage current,
need to meet certain requirements.
Performance characteristics, including
accuracy, reproducibility, and any
limitations on the device's control of
pump speed, should be maintained at
a generally accepted satisfactory level
and should be made known to the user
through speciallabeling. The device is
used with other devices in a system
that may be hazardous if not satisfac-
torily assembled, used, and main-
tained. The Panel believes that gener-
al controls alone would not provide
sufficient control over the perforn;-
ance and electrical characteristics of
this device. The Panel believes that a
performance standard will provide rea-
sonable assurance of the safety and ef-
fectiveness of the device and that
there is sufficient information to es-
tablish a standard to provide such as-
surance.

4. Summary of data on which- the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Cardiac ar-
rhythmias or electrical shock: Exces-
sive electrical leakage current can dis-
turb the normal electrophysiology of

PROPOSED RULES

the heart, leading to the onset of car-
diac arrhythmias. Electrical leakage
current can also cause electrical shock
to a physician during a catheterization
or surgical procedure, and this may
lead to latrogenic complications. (b)
Inadequate or excessive flow, Inaccu-
racy or instability of the control
system can lead to improper flow
rates.

PROPOSED CLASSIFICATON

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the cardiopulmonary.
bypass pump speed control be classi-
fLied into class II (performance stand-
ards). The Commissioner believes that
a performance standard is necessary
for this device because general con-
trols by themselves are insufficlent to
control the risks to health. A perform-
ance standard would provide reason-
able assurance of the safety and effec-
tiveness of the device. The Commis-
sioner also believes that there is suffi-
cient information to establish a stand-
ard to provide such assurance.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055. 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart E by adding new
§ 870.4380 as follows:

§ 870.4380 Cardiopulmonniry bypass pump
speed control.

(a) Identification.'A cardlopulmon-
ary bypass pump speed control is a
device that incorporates and electrical
system or' a mechanical system, or
both, and is used to control the speed
of blood pumps used in cardlopulmon-
ary bypass. surgery.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1978 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Laie, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that Individuals
may submit single copies of comments,
and shall be Identified with the Hear-
bng Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated:February 26, 1979.
JOSEPH P. HrLE,

Associate Commissioner
forRegulatoryAffairs.

[FR Doe. 79-6269 Filed 3-8-79; 8:45 am]
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[Docket No. 78N-15281

MEDICAL DEVICES

Classification of Cardiopulmonary Bypass
Pump Tubing

AGENCY: Food and Drug Administra-
tion.

ACTION: Proposed Rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation

.classifying cardiopulmonary bypass
pump tubing into class II (perform-
ance standards). Th..FDA is also pub-
lshlng the recommendation of the
Cardiovascular Device Classification
Panel that the device be classified into
class IL The effect of classifying a
device into class II is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments,
FDA will issue a final regulation clas-
sifying the device. These actions are
being taken under the Medical Device
Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposed become effec-
tive 30 days after the date of its publi-
cation in the FrmArw Romsvsm.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT.

Glenn A. Rahmoeller, Bureau of
Medical Devices (EFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PAmEL REcOMMENDAION

A proposal elsewhere in this issue of
the FEDERAL REGISTER, provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of cardiopulmonary bypass pump
tubing:

1. Identification: Cardiopulmonary
bypass pump tubing is polymeric
tubing which is used in the blood
pump head and which is cyclically
compressed by the pump to cause the
blood to flow through the cardiopul-
monary bypass circuit.
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2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
medium priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that cardiopulmonary bypass pump
tubing be classified into class II be-
cause this device is neither life-sup-
porting nor life-sustaining, but is po-
tentially hazardous to life or health
even when properly tised. This device
is part of the extracorporeal oxygen-
ation circuit and is in direct contact
with the blood. Because the device is
placed directly in contact with the
bloodstream, it should be designed and
constructed-to minimize disruption of
normal blood flow and foreign body
reactions. The Panel believes that gen-
eral controls alone would not provide
sufficient control over the perform-
ance characteristics of this device. The
Panel believes that a performance
standard will provide reasonable assur-
ance of the safety and effectiveness of
the device, and that there is sufficient
Information to establish a standard to
provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel-
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experiehce with, the
device.

5. Risks to health: (a) Propensity to
rupture: The material properties, stiff-
ness, and- electicity of. the tubing are
associated with the propensity to rup-
ture. (b) Thromboembolism: Inad-
equate blood compatibility of the ma-
terials used in this device and inad-
equate surface finish and cleanliness
may lead to potentially debilitating or
fatal thromboemboli. (c) Embolism.:
Pieces of the tubing which break or
flake off may form potentially debili-
tating or fatal emboli.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the -cardiopulmonary
bypass pump tubing be classified into
class II (performance standards). The
Commissioner believes that a perform-
ance standard is necessary for this
deyice because general controls by
themselves are insufficient to control
the risks to health. A performance
standard would provide reasonable as-
surance of the safety and effectiveness
of the device. The Commissioner also
believes that there is sufficient infor-
mation to establish a standard to pro-
vide such assurance.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-

thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart E by adding new
§ 870.4390 as follows:

§ 870.4390 Cardiopulmonary bypass pump
tubing.

(a) Identification. Cardiopulmonary
bypass pump tubing is polymeric
tubing which is used in the blood
pump head and which is cyclically
compressed by the pump to cause the
blood to flow through the cardiopul-
monary bypass circuit.

(b) Classification. Class II (pe'rform-
ance standards).

Interested persons may, ofi or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration; Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of-comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received commeits may be seen
in the above office between the hours
of 9 a.m. and 4 pm., Monday through
Friday.

Dated: February 26, 1979.
JOSEPH P. HILE,

Associate Commissioner
for Regulatory Affairs.

[FR Doe. 79-6270 Filed 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Part 870]

[Docket No. 78N-1529]

MEDICAL DEVICES

Classification of Cardiopulmonary Bypass
Blood Reservoirs

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed Rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying cardiopulmonary bypass
blood reservoirs into class 11 (perform-
ance standards). The FDA is also pub-
lishing the recommendation of .the
Cardiovascular Device Classification
Panel that the device be classified into
class II. The effect of classifying a
device into class II is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.

,After considering public comments,
FDA will issue a final regulation clas-
sifying the device. These actions are
being taken under the Medical Device
Amendments of 1976.

DATE: Comments by May 8, 1979. The
Commissioner of Food and Drugs pro-
poses that the final regulation based
on this proposal become effective 30
days after the date of its publication
in the FEDEAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 56000
Fishers Lane, Rockvlle, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEIENTARY INFORMATION:

PA=EL RECOMMENDATION

A proposal elsewhere in this issue of
the Fmsn. REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of cardiopulmonary bypass blood res-
ervoirs:

1. Identification: A cardiopulmonary
bypass blood reservoir is a device used
in conjunction with short-term extra-
corporeal circulation devices to hold a
reserve, supply of blood In the bypass
circulation. (If a reservoir contains a
defoamer or filter, It is classified into
the same category as the defoamer or
filter.)

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
medium priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that cardiopulmonary bypass blood
reservoir be classified into class II be-
cause the device is neither life-sup-
porting nor life-sustaining but 14 po-
tentially hazardous to life or health
even when properly used. Because the
device Is placed directly in contact
with the bloodstream, It should be de-
signed and constructed to minimize
disruption of, normal blood flow and
foreign body reactions. The device is
used with other devices in a system
that may be hazardous if not satisfac-
torily assembled, used, and main.
tained. The Panel believes that gener-
al controls alone would not provide
sufficient control over the perform-
ance characteristics of this device. The
Panel believes that a performance
standard will provide reasonable assur-
ance of the safety and effectiveness of
the device and that there is sufficient
information to establish a standard to
provide such assurance.
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, 4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Thromboem-
bolism: Inadequate blood compatibil-
ity of the materials used in this device
or inadequate surface finish and clean-
liness may lead to potentially debili-
tating or fatal thromboemboli. (b)
Blood damage: If the materials, sur-
face finish, or cleanliness of this
device are inadequate, damage to the
blood may result.

PnoPosED CLASSIMCATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing -that the cardiopulmonary
bypass blood reservoir .be classified
into class II (performance standards).
The Commissioner believes that a per-
formance standard is necessary for
this device because general controls by
themselves are insufficient to control
the risks to health. A performance
standard would provide reasonable as-
surance of the safety and effectiveness
of the device. The Commissioner also
believes that there is sufficient infor-
mation to establish a standard to pro-
vide such assurance.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U;S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
part 870 in Subpart E by adding new
§ 870.4400 as follows:

§ 870.4400 Cardiopulmonary bypass blood
reservoir.

(a) Identifcatiom A- cardiopulmon-
ary bypass blood reservoir is a device
used in conjunction with short-term
extracorporeal circulation devices to
hold a reserve supply of blood in the
bypass circulation. (If a reservoir con-
tains a defoamer or filter, it is classi-
fied into the same category as the de-
foamer or filter.)

(b) Classifcatiom Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Receive-a comments may be seen
in the above office between the hours

of 9 am. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JOSEPH P. HILT,

Associate Commissionerfor
RegulatoryAffairs.

[FR Doe. 79-6271 Filed 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Part 870]

[Docket No. 78N-1530]

MEDICAL DEVICES
Classification of Cardiopulmonary Bypass In.

Line Blood Gas Sensors

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.
SUM(LARY: The Food and Drug Ad-
ministration (FDA) is Issuing for
public comment a proposed regulation
classifying cardiopulmonary bypass in-
line blood gas sensors into class II
(performance standards). The FDA is
also publishing the recommendation
of the Cardiovascular Device Classifi-
cation Panel that the device be classi-
fied into class II. The effect of classi-
fying a device into class II s to provide
for the future development of one or
more performance standards to assure
the safety and effectiveness of the
device. After considering public com-
ments, FDA will issue a final regula-
tion classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FDmaRL , Rxzsrm.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:.

Glenn A. Rahmoelier, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration. Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION

A proposal elsewhere in this Issue of
the FEDERAL RELrisvmt provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification

of cardiopulmonary bypass in-line
blood gas sensors:

1. Identification: A cardiopulmonary
bypass in-line blood gas sensor is a
transducer that measures the level of
gases in the blood.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
medium priority.

3. Summai-y of reasons for recom-
mendation: The Panel recommends
that the cardiopulmonary bypass in-
line blood gas sensor be classified into
Class II because this device is neither
life-supporting nor life-sustaining, but
is potentially hazardous to life or
health even when properly used. Be-
cause the device is placed directly in
contact with the bloodstream it should
be designed and constructed to mini-
mize foreign body reactions and dis-
ruption of normal blood flow. This
device is attached to the body through
an extracorporeal blood circuit and is
used in a clinical environment where
excessive leakage current can be a seri-
ous hazard. Thus the electrical charac-
teristics of this device, e.g., electrical
leakage current, need to meet certain
requirements. Performance character-
istics, including accuracy, reproducibil-
ity, and any limitations on the device's
ability to sense gas levels, should be
maintained at a generally accepted
satisfactory level and should be made
known to the user through special Ia- -

beling. The device is used with other
devices in a system that may be haz-
ardous if not satisfactorily assembled,
used, and maintained. The Panel be-
lieves that general controls alone
would not provide sufficient control
over the performance characteristics
of this device. The Panel believes that
a performance standard will provide
reasonable assurance of the safety and
effectiveness of the device and that
there is sufficient information to es-
tablish a standard to provide such as-
surance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Misdiagnosis:
Inadequate design with regard to
blood gas information can lead to gen-
eration of inaccurate diagnostic data.
If Inaccurate diagnostic data are used
in managing the patient, the physician
may prescribe a course of treatment
that places the patient at risk unnec-
essarily. (b) Embolism: Breakage of
the sensor can form potentially debili-
tating or fatal particle emboli. (c)
Blood damage: If the materials, sur-
face finish, or cleanliness of this
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dei;ice are inadequate, damage to the'
blood may result. (d) Toxic reaction:
Breakage of the sensor can release
toxic chemicals from the sensor into
the bloodstream and cause a toxic re-
action.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the cardiopulmonary
bypass in-line blood gas sensor-be clas-
sified into class II (performance stand-
ards). The Commissioner believes that
a performance standard is necessary
for this device because general .con-
trols by themselves are insufficient to
control the risks to health. A perform-
ance standard would provide reason-
able assurance of the safety and effec-
tiveness of the device. The Commis-
sioner also believes that there is suffi-
cient information to establish a stand-
ard to provide such assurance.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart E by adding new
§ §70.4410 as follows:

§ 870.4410 Cardiopulmonary bypass in-
line blood gas sensor.

(a) Identification. A cardiopulmon-
ary bypass in-line blood gas sensor is a
transducer that measures the level of
gases in the blood.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.

JOSEPH P. HILE,
Associate Commissioner

for Regulatory Affairs.
E [FR Doec. 79-6272 Filed 3-8-79; 8:45 am]

PROPOSED RULES

[4110-03-M]

[21 CFR Part 870]

[Docket No. 78N-15311

MEDICAL DEVICES

Classification of Cardiopulmonary Bypass
Cardiotomy Return Suckers

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed Rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for

* public comment a proposed regulation
classifying cardiopulmonary bypass
cardiotomy return suckers into class II
(performance standards). The FDA is

.also publishing the recommendation
of the Cardiovascular Device Classifi-
cation Panel that the device be classi-
fied into class II. The effect of classi-
fying a device into class II is to provide
for the future development of one or
more performance standards to assure
the safety and effectiveness of the
device. After considering public com-
ments, FDA will issue a final regula-
tion classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of.1976.
DATES: Comments by May 8, 197 9.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTIER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION

A proposal elsewhere in this issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of cardiopulmonary bypass cardiotomy
return suckers:

1. Identification: A cardiopulmonary
bypass cardiotomy return sucker is a
device that consists of tubing, a con-
nector, and a probe or tip that is used
to remove blood from the chest or
heart during cardiopulmonary bypass
surgery.

2. Recommended classification: Class,
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
medium priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the cardiopulmonary bypass car-
diotomy return sucker be classified
into class II because this device is nei-
ther life-supporting nor life-sustain-
ing, but is potentially hazardous to life
or health even when properly used.
Because the device is placed directly in
contact with the bloodstream, It
should be designed and constructed to
minimize disruption of normal blood
flow and foreign body reactions. The
Panel believes that general controls
alone would not provide sufficient con-
trol over the performance characteris-
tics of this device. The Panel believes
that a performance standard will pro-
vide reasonable assurance of the
safety and effectiveness of the device
and that there is sufficient Informa-
tion to establish a standard to provide
such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Tissue and
blood damage. If the materials, sur-
face finish, or cleanliness of this
device are inadequate, or if the probe
tip is not designed properly, damage to
the blood and tissue may result. (b)

- Damage to the heart: If the probe is
too rough or too stiff damage to the
heart may result.

I PROPOSED CLASSIFICATIO1

The, Commissioner agrees with the
Panel's recommendation and is pro-
posing that the cardiopulmonary
bypass cardiotomy return sucker be
classified into class II (performance
standards). The Commissioner believes
that a perforMance standard is neces-
sary for this device because general
controls by themSelveS are insufficient
to control the risks to health. A per-
formance standard would provide rea-
sonable assurance of the safety and ef-
fectiveness of the device. The Commis-
sioner also bblieves that there is suffi-
cient information to establish a stand-
ard to provide such assurance.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart E by adding new
§ 870.4420 as follows:
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§ 870.4420 Cardiopulmonary bypass car-
diotomy return sucker.

(a) Identification. A cardiopulmon-
ary bypass cardiotomy return sucker is
a device-that consists of tubing, a con-
nector, and a probe or tip that is used
to remove blood from the chest or
heart during cardiopulmonary bypass
surgery.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
-ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 am. and 4 p.m., Monday through
Friday.

Dated: February-26, 1979.

JOSEPH P. HI,
Associate Commissioner

for Regulatory Affairs.
[FR Doc. 79-6273 Filed 3-8-79; 8:45 a.m.]

[4110-03-M]

[21 CFR Part 870]

[Docket No. 78N-1532]

MEDICAL DEVICES

Classification of Cardiopulmonary Bypass
Intracardiac Suction Controls

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying cardiopulmonary bypass in-
tracardiac suction controls into class
II (performance standards). The FDA
is also publishing the recommendation
of the Cardiovascular Device Classifi-
cation Panel that the device be classi-
fied into class IL The effect of classi-
fying a device into class II is to provide
for the luture development of one or
more performance standards to assure
the safety and effectiveness of the
device. After considering public com-
ments, FDA will issue a final regula-
tion classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of 1976.
DATES: Comments by May 8. 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REGIsTES.

PROPOSED RULES

ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.

FOR FURTHER COMMENT CON-
TACT'

Glenn A. Rahmoeller, Bureau of
Medical Devices (HF'-450). Food

'and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave,. Silver
Spring, DID 20910. 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOzMuMUMMA~ON
A proposal elsewhere in this Issue of

the FEDERAL REmLsTE provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of cardiopulmonary bypass intracar-
diac suction controls:

1. Identification: A cardiopulmonary
bypass ntracardiac suction control is a
device which provides the vacuum and
control for a cardlotomy return
sucker.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
medium priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the cardiopulmonary bypass in-
tracardiac suction control be classified
into class II because this electrically
powered device is neither life-support-
ing nor life-sustaining, but is poten-
tially hazardous to life and health
even when properly used. The device
develops a vacuum through an electri-
cally powered source to permit the
suction of blood from the chest cavity
during open heart surgery. This device
is attached to the body through the
blood and is used In a clinical environ-
ment where excessive leakage current
can be a serious hazard. Thus the elec-
trical characteristics of the device, e.g.,
electrical leakage current, need to
meet certain requirements. Perform-
ance characteristics, including accura-
cy, reproducibility, and any limitations
on the device's ability to control the
amount of vacuum pressure, should be
maintained at a generally accepted
satisfactory level and should be made
known to the user through special Ia-

• beling. The device is used with other
devices in a system that may be haz-
ardous if not'satisfactorily assembled,
used, and maintained. The Panel be-
lieves that general controls alone
would not provide sufficient control
over the performance characteristics
of this device. The Panel believes that
a performance standard will provide
reasonable assurance of the safety and
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effectiveness of the device and that
there is sufficient information to es-
tablish a standard to provide such as-
surance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties df the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Blood and
tissue damage: If the device produces
excessive or unstable vacuum pressure,
damage to the blood and tissue may
result. (b) Cardiac arrhythmias or
electrical shock: Excessive electrical
leakage current can disturb the
normal electrophyslology of the heart,
leading to the onset of cardiac ar-
rhythmias. Electrical leakage current
can also cause electrical shock to a
physician during a catheterization or
surgical procedure, and this may lead
to latrogenic complications.

PRoPosED CLASSMCATon

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the cardiopulmonary
bypass intracardiac suction control be
classified into class II (performance
standards). The Commissioner believes
that a performance standard is neces-
sary for this device because general
controls by themselves are insufficient
to control the risks to health. A per-
formance standard would provide rea-
sonable asiurance of the safety and ef-
fectiveness of the device. The Commis-
sioner also believes that there is suffi-
cient information to establish a stand-
ard to provide such assurance.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart E by adding new
§ 870.4430 as follows:

§ 8704430 Cardiopulmonary bypass intra- -
cardiac suction controL

(a) Identification. A cardiopulmon-
ary bypass intracardiac suction control
is a device which provides the vacuum
and control for a cardiotomy return
sucker.

(b) Classification. Class 11 (perform-
ance standards). -

Interested persons may, on or before
May 8, 19.79 submit to the Hearing
Clerk (EPA-305). Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ng Clerk docket number found in
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brackets in the heading of this docu-
ment. Recei ed comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JOSEPH P. HILE,

Associate Commissioner
forRegulatoryAffairs.

CFR Doc. 79-6274 Filed 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Part 8701

[Docket No. 78N-15331

MEDICAL DEVICES

Classificiation of Vascular Clantps

AGENCY: Food and Drug Administra-
tiqn.
ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is isuing for
public comment a proposed regulation
classifying vascular clamps into class
II (performance standards). The FDA
is also publishing the recommendation.
of the Cardiovascular Device Classifi-
cation Panel that the device be classi-
fied into class II. The effect of classi-
fying a device into class II is to provide
for the future 'development of one or
more performance standards to assure
the safety and effectiveness of the-
device. After considering public com-
ments, FDA will issue a final regula-
tion classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of 1976.
DATE: Comments by May 8, i979. The
Commissioner of Food and Drugs pro-
poses that the final regulation based
on this proposal become effective 30
days after the date of its publication
in the FEDERAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Springs, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION

A proposal elsewhere in this issue of
the FbERAL REGISTER provides back-

,ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, and FDA advisory commit,

tee, made the following recommenda-
tion with respect to the classification
of vascular clamps:

1'Identification: A vascular clamp'is
a surgical instrument used to occlude a
blood vessel temporarily.

2. Recommended classification: Class
1I (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
medium priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the vascular clamp be classified
into class II because the device is nei-
ther life-supporting nor life-sustain-
ing, but is potentially hazardous to life
and health even when properly used.
The materials used in the device
should be generally acceptable for sur-
gical application, and the mechanical
design of the device should minimize
tissue damage. Pressure applied to a
blood vessel should be great enough to
stop the flow of blood but not so great
as to cause tissue damage. The Panel
-believes that general controls alone
would not provide sufficient control
over the performance characteristics
of this device. The Panel believes that
a performance'standard will provide
reasonable assurance of the safety and
effectiveness, of the device and that
there is sufficient information to es-
tablish a standard to provide such as-
surance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with- the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: Tissue damage
which may lead to thrombus forma-
tion: Improper mechanical design, in-
adequate tissue compatibility of the
materials used in this device, or inad-
equate surface finish and cleanliness
may lead to tissue damage which can
cause potentially debilitdting or fatal
thrombus formations.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the vascular clamp be clas-
sified into class II (performance stand-
ards). The Commissioner believes that
a performance standard is necessary
for this" device because general con-
trols by themselves are insufficient to
control the risks to health. A perform-
ance standard would provide reason-
able assurance of the safety and effec-
tiveness of the device. The Commis-
sioner also believes that there is suffi-
cient information to establish a stand-
ard to provide such assurance.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52°'Stat. 1055, 90 Stat. 540-546

(21 U.S.C. 360c 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart E by adding neW
§ 870.4450 as follows:

§ 870.4450 Vascular clamp.
(a) Identification. A vascular clamp

is a surgical instrument used to oc-
clude a blood vessel temporarily.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979, submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
In -the above office-between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JOSEPH P. HILE,

Associate Commissioner
for Regulatory Affairs.

(FR Doe. 79-6275 Filed 3-8-79; 8145 am]

[4110-03-M]

[21 CFR Part 870]

[Docket No. 78N-1534]

MEDICAL DEVICES

Classification of Surgical Vessel Dilators

AGENCY: Food and Drug Administra-
tion
ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying surgical vessel dilators Into
class II (performance standards). The
FDA is also publishing the recommen-
dation of the Cardiovascular Device
Classification Panel that the device be
classified into class II. The effect of
classifying a device into class II is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final regu-
lation classifying the device. These ac-
tions art being taken under the Med[-
cal Device Amendments of ,1976,
DATES: Comments by May 8, 1970.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of Its publi-
cation in the FEDERAL REGISTER.
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ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER. INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL REcOMdENmATION

A proposal elsewhere in this issue of
the FEDERAL REISTERa provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of surgical vessel dilators:

1. Identificationi A surgical vessel di-
lator is a device used to enlarge or cali-
brate a vessel -

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the surgical vessel dilator be clas-
sified into class II because the device
is neither life-supporting nor life-sus-
taining, but is potentially hazardous to
life and health even when properly
used. Because the device is placed in
direct contact with the bloodstream
and the vessel walls it should be de-
signed and constructed to minimize
blood and tissue damage. The Panel
believes that general controls alone
would not provide sufficient control
over the performance characteristics
of this device. The Panel believes that
a performance standard will provide
reasonable assurance of the safety and
effectiveness of the device and that
there is sufficient information to es-
tablish a standard to provide such as-
surance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and 'experience with, the
device.

5. Risks to health: Damage to the
vessel. If the materials, surface finish
or cleanliness of the device are inad-
equate, damage to the vessel may
result.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the surgical vessel dilator

be classified into class II (performance
standards). The Commissioner believes
that a performance standard is neces-
sary for this device because general
controls by themselves are insufficient
to control the risks to health. A per-
formance standard would provide rea-
sonable assurance of the safety and ef-
fectiveness of the device. The Commis-
sioner also believes that there Is suffi-
cient information to- establish a stand-
ard to provide such assurance.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (ses. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) ahd under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart E by adding new
§ 870.4475 as follows:

§ 870.4475 Surgical vessel dilator.
(a) Identification. A surgical vessel

dilator is a device used to enlarge or
calibrate a vessel.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HPA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, 1D 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing-Clerk docket number found In
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.

JosEPH P. Hx r,
Associate Commissioner

forRegulatory Affairs.
(PR.Doc. 79-6276 Filed 3-8-9; 8:45 am]

[411 0-03-M]

[21 CFR Part 5701

[Docket No. 78N-15351

MEDICAI. DEVICES

Classification of Cardiovascular Surgical
Instruments

AGENCY: Food and Drug Administra-
tion.

ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration -(FDA) is issuing for
public comment a proposed regulation

.classifying cardiovascular surgical in-
struments into class II (performance
standards). The FDA is also publish-
ing the recommendation of the Car-
diovascular Device Classification
Panel that these devices be classified
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Into class II. The effet of classifying a
device into class I is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments,
FDA will Issue a final regulation clas-
sifying the devices. These actions are
being taken under the Medical Device
Amendments of 1976.
DATES: Comments by May 8, 1979.
The commissioner of Food and'Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation In the FEDRAL REGmsvra.
ADDRESS: Written comments to the
Hearing Clerk (HFA-3050, Food and
Drug Administration, Rm. 4-65. 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT.

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment Of Health, Education, and
Welfare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:.

PAEL RECOLnh1E.DATION

A proposal elsewhere in this issue of
the F!EDERA. REGISTER provides back-
ground Information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of cardiovascular surgical instruments:

1. Identification: Cardiovascular sur-
gical instruments are surgical instru-
ments that have special features for
use in cardiovascular surgery. These
devices include, e.g., forceps, retrac-
tors, and scissors.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for thefe devices
be a low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that cardiovascular surgical instru-
ments be classified into class II be-
cause the devices are neither life-sup-
portink nor life-sustaining but are po-
tentially hazardous to life and health
even when properly used. Because
these devices are used in cardiovascu-
lar surgery and are in direct contact
with body tissues, the materials used
In the devices should meet a generally
accepted satisfactory level of tissue
and blood compatibility, including re-
quirements for adequate surface finish
and cleanliness, which may affect the
degree of compatibility. The Panel be-
lieves that general controls alone
would not provide sufficient control
over the performance characteristics
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of these devices. The Panel believes
that a performance standard will pro-
vide reasonable assurance of the
safety and effectiveness of the devices
and that there is sufficient informa-
tion to establish a standard to provide
such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the de-
vices and on their personal knowledge
of, and experience with, the devices. -

5. Risks to health: Tissue damage: If
the materials, surface finish, or clean-
liness of these devices are inadequate
damage to body tissues may result.

PnoPosED CLASSrFicATiON

The Commissioner agrees with the
Panel recommendation and is propos-
ing that cardiovasculgr surgical instru-
ments be classified into class II (per-
formance standards). The Commis-
sioner believes that a performance
standard is necessary for these devices
because general controls by them-
selves are insufficient to control the

.risks to health. A performance stand-
ard would provide reasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-
lieves that there is sufficient informa-
tion to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the devices.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat, 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart E by adding new
§ 870.4500 as follows.

§ 870.4500 Cardiovascular surgical instru-
ments.

(a) Identification. Cardiovascular
surgical instruments are surgical in-
struments that have special features
for use in cardiovascular surgery.
These devices include, e.g., forceps, re-
tractors, and scissors.

(b) Classification. Class II (perform-
ance standards).

Interested persons may,-on or before
May 8, 1979, submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rrm 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal-
Four copies of all comments shall be
submitted, except that individuals
ma submit single copies of c~mments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday-through'Friday.

Dated: February 26, 1979.
JOSEPH P. ILTE,

Associate Commissioner
for Regula tory Affairs.

EFR Doc. 79-6278 Filed 3-8-79; 8:45 am]

[4170-03-M]

[21-CFR Part 870].

- EDocket No. 78N-1536]

MEDICAL DEVICES

Classification of Infraluminal Artery Strippers

AGENCY: -Food and Drug Administra-
tiOn.
ACTION: Proposed Rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying intraluninal artery strip-
pers into class II (performance stand-
ards). The FDA is also publishing the
recommendation of the Cardiovascular
Device Classification Panel that the
device be classified into class 11n-The
effect of classifying a device into class
n is to provide for the future develop-
ment of one or more performance
standards to assure the safety and ef-
fectiveness of the device. After consid-
ering publi comments, FDA will issue
a final regulation classifying the
device. These actions are being taken
under the Medical Device Amend-
ments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FsmEU Raismzii.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65,'5600
Fishers'Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A Rahmnoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMUsmDATION

A proposal elsewhere in this issue of
the FEDEAL. REGiSTER provides back-
ground information concerning the de-
velopment of the-proposed regulation.
The Cardiovascular Device -Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of intraluminal artery strippers:

1. Identification: An intraluminal
artery stripper is a device used to per-
form an endarterectomy (removal of

plaque deposits from arterosclerotic
arteries).

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for phis device be a
medium priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the intraluminal artery stripper
be classified into class II because this
device is neither life-supporting nor
life-sustaining but is potentially haz-
ardous to life and health even when
properly used. The materials used in
the device and the mechanical design
of the device should meet a generally
accepted satisfactory level for surgical
applications and should minimize the
possibility of vessel perforation. The
Panel believes. that general controls
alone would not provide sufficient con-
trol over the performance characteris-
tics of this device. The Panel believes
that a performance standard'will pro-
vide reasonable assurance of the
safety and effectiveness of the device
and "thdt there is sufficient informa-
tion to establish a standard to provide
such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and' on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: Predisposition to
perforation of the vessel: Improper
mechanical design and surface finish
can lead to vessel perforation.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro.
posing that the intraluminal artery
stripper be classified Into class II (per-
formance standards). The Commis-
sioner believes that a performance
standad Is necessary for this device
because general controls by them-
selves are insufficient to control the
risks to health. A performance stand
ard would provide reasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-
lieves that there is sufficient Informa-
tion to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs, 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart E by adding new
§ 870.4875 as follows:

§ 870A875 Intraluminal artery stripper.
(a) Identification. An Intraluminal

artery stripper is a device used to per-
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form an endarterectomy (removal of
plaque deposits from arterosclerotic
arteries).

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (EFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk dodket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a-m. and 4 pn., Monday through
Friday.

Dated: February 26, 1979.
1 JOSEPH P. HILE,

Associate Commissioner for
RegulatoryAffairs.

FR Doc. 79-6278 Filed 3-8-79; 8:45 am]

1411 0-03-M]

121 CFRPart 870]

[Docket No. 78N-1537]

MEDICAL DEVICES

Classification of External Vein Stippers

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed Rule.

SU-MMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying external vein strippers into
class II (performance standards. The
FDA is also publishing the recommen-
dation of the Cardiovascular Device
Classification Panel that the device be
classified into class IL 'The effect of
classifying a device into class II is to
provide for the future development of
one or more-performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final regu-
lation classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the -final regulation
based on this proposal become effec-
tive 30 days after the .date of its publi-
cation in the FEDERAL REGISTER.

ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockvilie, MD 20857.

FOR FURTHER INFORMATION
CONTACT.

Glenn A. Rahmoeller. Bureau of
Medical Devices (HF=-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, AID 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:
PAmE. RECoLrSEuDATION

A proposal elsewhere In this Issue of
the FEDERAL REosrr provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory bommlt-
tee, made the following recommenda-
tion with respect to the classification
of external vein strippers:

1. Identification: An external vein
stripper is an extravascular device
used to remove a section of a vein.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
low priority.
. 3. Summary of reasons for recom-
mendation: The Panel recommends
that the external vein stripper be clas-
sified into class II because this device
is neither life-supporting nor life-sus-
taining but is potentially hazardous to
life and health even when properly
used. Because this device is used in
cardiovascular surgery and comes Into
direct contact with the body, materials
used in the device should meet a gen-
erally accepted satisfactory level of
tissue and blood compatibility, includ-
ing requirements for adequate surface
finish and cleanliness., which may
affect the degree of compatibility. The
Panel believes that general controls
alone would not provide sufficient con-
trol over the performance characteris-
tics of this device. The Panel believes
that a performance standard will pro-
vide reasonable assurance of the
safety, and effectiveness of the device
and that there is sufficient informa-
tion to establish a standard to provide
such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: Tissue damage: If
the materials, surface finish, or clean-
liness of this device are inadequate,
damage to the tissue may result.

PROPOSED CLASS3FxCAvTON
The Commissioner agrees with the

Panel's recommendation and is pro-
posing that the external vein stripper
be classified into 61ass II (performance
standards). The Conmissloner believes
that a performance standard is neces-

sary for this device because general
controls by themselves are insufficient
to control the risks to health. A per-
formance standard would provide rea-
sonable assurance of the safety and ef-
fectiveness of the device. The Commis-
sioner also believes that there is suffi-
cient information to establish a stand-
ard to provide reasonable such assur-
ance of the safety and effectiveness of
the device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 513,
701(a), 52 Stat. 1055, 90 StaL. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the commissioner proposes to amend
Part 870 in Subpart E by adding new
§ 870.4885 as follows:

§ 870.4-S5 External vein stripper.

(a) Identification. An external vein
stripper is an extra.ascular device
used to remove a section of a vein.

(b) Classifcation. Class II (perform-
ance standards).

Interested persons may. on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food, and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockvlle, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found in
brackets in the beading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 am. and 4 pm, Monday through
Friday.

Dated: February 26.1979.

JOSEPH P. iLE
Associate Commissionerfor

RegulatoryAffairs.
EFR Doc. 79-6279 Filed 3-8-79; S*45 am]

[41 GO-03-M]

121 CFR PART 870]

MDoctet lo. 18-15381

MEDICAL DEVICES

Classification of Poliont Care Suction
Apparatus

AGENCY: Food and Drug Administra-
tion.

ACTION: Proposed rule.
SUMIJARY: The Food and Drug Ad-
ministration tFDA) is issuing for
public comment a proposed regulation
classifying patient care suction appa-
ratus into class II (performance stand-
ards). The FDA is also publishing the
recommendation of the Cardiovascular
Device Classification Panel that the
device be classified into class IL The
effect of classifying a device into class
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II is to provide for the future develop-
ment of one or more performance
standards to assuie the safety and ef-
fectiveness of the device. After consid-
ering public comments, FDA will issue
a final regulation classifying' the
device. These actions are being taken
under the Medical Device Amend-
ments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date-of its publi-
cation in the FEDEAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION

. CONTACT:
.Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450),. Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare,' 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559. ,

SUPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION

formance standard will provide reason-
able assurance of the safety and effec-
tiveness of the device and that there is
sufficient information to establish a
standard to provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommiendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: Cardiac arrhyth-
mias or electrical shock: Excessive
electrical leakage current can disturb
the normal electrophysiology of the
heart, leading to the onset of cardiac
arrhythmias.

PROPOSED CLASSIFICATION

The Commissioner -agrees with the
Panel's 'recommendation and is pro-
posing that the patient care suction.
apparatus be classified into class II
(performance standards). The Com-
missioner believes that a performance
standard is necessary for this device
because general controls by them-
selves are insufficient to control the
risks to health. A performance stand-
ard .would provide reasonable assur-

A proposal elsewhere-in this issue of ance of the safety and effectiveness of
the FEDaAL REGISTER provides back- the device. The Commissioner also be-
ground information concerning the de- lieves that there is sufficient informa-
velopment of the proposed regulation. - tion to establish a standard to provide
The Cardiovaseular Device Classifica- such assurance.
tion Panel, an FDA advisory commit- Therefore, under the Federal Food,
tee, made the following recommenda- 'Drug, and Cosmetic Act (secs. 513,
tion with respect to the classification 701(a), 52 Stat. 1055, 90 Stat. 540-546
of patient care suction appratus: (21 U.S.C. 360c, 371(a))) and under au-

1. Identification: A patient care suc- thority delegated to him (21 CFR 5.1),
tion apparatus is a device used with an the Commissioner proposes to amend
intrathoracic catheter to withdraw Part 870 by adding Subpart F and new
fluid from the chest during the recov- § 870.5050 as follows:
ery period following surgery.

2. Recommended classification: Class Subpart F-Cardiovascular Therapeutic Devices
II (performance standards). The Panel-
recommends that establishing a per- § 870.5050 Patient care suction apparatus.
formance standard for this device be a (a) Identification. A patient care
high priority. suction apparatus is a device which is

3. Summary of reasons for recom- used with an intrathoracic catheter to
mendation: The Panel recommends withdraw fluid from the chest during
that the patient care suction -appara- the recovery period following surgery.
tus be classified into class II because (b) Classification. Class II (perfor-
this electrically powered device is nei- mamce standards).
ther life-supporting nor life-sustain-
ing, but is potentially hazardous to life Interested persons may, on or before
or health even when' properly used. May 8, 1979 submit tb the Hearing
The device is connected to the chest Clerk (HFA-305), Food and Drug Ad-
cavity via a catheter, providing a ministration, Rm. 4-65, 5600 Fishers
direct electrical pathway-to the chest. Lane, Rockville, MD 20857, written
Suction is developed electrically in a comments regarding this proposal.
clinical environment where excessive Four copies of all comments shall be
leakage current can be a serious submitted,. except that individuals
hazard. Thus the electrical character- may submit single copies of commehts,
istics of this device, e.g., electrical and shall be identified with the Hear-
leakage current, need to meet certain ing Clerk docket number found in
requirements. The Panel believes that brackets in the heading of this docu-
general controls alone would not pro- ment. Received comments may be seen
vide sufficient control over the per- in the above office between the hours
formance characteristics of this of 9 a.m. and 4 pam., Monday through
device. The Panel believes that a per- Friday.

Dated: February 26, 1979.
JOSEPH P. HILE,

Associate Commissioner
for Regulatory Affairs.

[FR Doc. 79-6280 Filed 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Part 870]

[Docket No. 78N-1539]

MEDICAL DEVICES

Classification of Embolectomy Colhoters

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposea Rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) Is issuing for
public comment a proposed regulation
classifying embolectomy catheters into
class II (performance standards). The
FDA Is also publishing the recommen-
dation of the Cardiovascular Device
Classification Panel that the device be
classified into class II, The effect of
classifying a device Into class II is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering' public
comments, FDA will Issue a final regu-
lation classifying the device. These ac-
tions are being taken under the Medl-
cal.Device Amendments of 1976.
DATE: Comments by May 8, 1979. The
Commissioner of Food and Drugs pro.
poses that the final regulation based
on this proposal become effective 30
days after thedate of Its publication
in the FEDERAL REGISTER.

ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food hnd
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockvllle, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION

A proposal elsewhere In this Issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation,
The Cardiovascular Device Classifica-
tion Panel, and FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of embolectomy catheters:

1. Identification: An embolectomy
catheter is a balloon-tipped catheter
that is used to remove thromboemboll,
i.e., blood clots which have migrated
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from blood vessels from one site in the*
vascular free to another.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
medium priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the embolectomy catheter be
classified into class II because this
device is neither life-supporting nor
life-sustaining, but is potentially haz-
ardous to life and health even when
properly used. Because it is placed di-
rectly in contact with the bloodstream,
the device should be designed and con-
structed to minimize hemodynamic
disruption and any foreign body reac-
tions. Materials used in the device
should meet a generally accepted satis-
factory level of tissue and blood com-
patibility, including requirements for
adequate surface finish and cleanli-
ness, which may affect the degree of
compatibility. In addition, the materi-
al used for the balloon should not be
excessively permeable to gas and
should resist bursting under pressure
at an accepted standard limit. The
Panel believes that general controls
alone would not provide sufficient con-
trol over the performance characteris-
tics of this device. The Panel believes
that a performance standard will pro-
vide reasonable assurance of the
safety and effectiveness of the devices
and that there is sufficient informa-
tion to establish a standard to provide
such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the ipherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Thromboem-
bolism: Inadequate blood compatibil-
ity of the materials used in this device
and inadequate surface finish and
cleanliness may lead to potentially de-
bilitating or fatal thromboemboli. (b)
Embolism: Pieces of the catheter that
break or flake off may form emboll
which can be debilitating or fatal. '(c)
Gas embolism: A rupture or leak in
the balloon can allow potentially de-
bilitating or fatal gas emboli to escape
into the bloodstream. (d) Damage to
blood vessels: Overinflation of the bal-
loon can lead to excess pressure on the
blood vessels and cause damage to
them.

PRoPosED CL&SsFICATION

The Commissioner agrees with the
Panel's recommendation and is prp-
posing that the embolectomy catheter
be classified into class II (performance
standards). The Commissioner believes
that a performance standard is neces-

sary for this device because general
controls by themselves are Insufficient
to control the risks to health. A per-
formance standard would provide rea-
sonable assurance of the safety and ef-
fectiveness of the device. The Commis-
sioner also believes that there is suffi-
cient information to establish a stand-
ard to provide sLich assurance.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513.

.701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart F by adding new
§ 870.5150 as follows:

§ 870.5150 Embolectomy catheter.
(a) Identificalon. An embolectomy

catheter is a ballon-tipped catheter
that is used to remove thromboemboll,
i.e., blood clots which migrate from
blood vessels from one site to another
in the vascular tree.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, Tltten
comments redarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 am. and 4 pxm., Monday through
Friday.

Dated: February 26, 1979.

JoSEPH P.H11E
Associate Commissioner

for RegulatoryAffalrs.

[FR Doc. 79-6281 Filed 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Part 870]

EDocket No. 78N-1540]

MEDICAL DEVICES

aasslfication of Septostomy Catheters

AGENCY: Food and Drug Administra-
tion.

ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying septostomy catheters into
class II (performance standards). The
FDA Is also publishing the recommen-
dation of the Cardiovascular Device
Classification Panel that the device be
classified into class Ii. The effect of
classifying a device into class II is to

provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will Issue a final regu-
latlon classsifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.

DATE: Comments by May 8,1979. The
Commissioner of Food and Drugs pro-
poses that the final regulation based'
on this proposal become effective 30
days after the date of its publication
in the FERDAL Rrsxsvm

ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockvlle, Md. 20857.

FOR FURTHER INFORMATION
CONTACT.

Glenn A. Rahmoeller, Bureau of
Medical Devices (H=K-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PAN-EL RECOMM =DOIOI

A proposal elsewhere in this issue of
the Fl=RAn a REGiSTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of septostomy catheters:.

1.oIdentification: A septostomy cath-
eter Is a special balloon catheter that
is used to create or enlarge the atrial
septal defect found in the heart of in-
fants.

2. Recommended classifications:
Class II (perfornance standards). The
Panel recommends that establishing a
performance standard for this device
be a high priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the septostomy catheter be classi-
fied into class II because this device is
neither life-supporting nor life-sus-
taining, but is potentially hazardous to
life and health even when properly
used. Because the devfce is placed di-
rectly in contact with the blood
stream it should be designed and con-
structed to minimize disruption of
normal blood flow and foreign body
reactions. Materials used in the device
should meet a generally accepted satis-
factory level- of tissue and blood com-
patibility. including requirements for
adequate surface finish and cleanli-
ness which may affect the degree of
compatibility. In addition, the balloon
should resist bursting under pressure
at an acceptable limit. The Panel be-
lieves that general controls alone
would not- provide sufficient control
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over the performance-,characteristics of 9 a.m. and 4 pam., Monday through
of this device. The Panel believes that Friday.
a performance standard will provide Dated: February 26, 1979.
reasonable assurance of the safety and
effectiveness of the device and that JOSEPH P. HILE,
there is sufficient information to es- Associate Commissioner
tablish a standard to provide such as- for RegualtoryAffairs.
surance. - [FR Dc..79-6282 Piled 3-8-79; 8:45 am]

4. Summary of data on which :the
recommendation is based: The Panel " _

members based their recommendation
on the potential hazards associated [4110-03-M]
with the inherent properties of the [
device and on their personal knowl- [21 CFR Part 870]
edge of, and experience with, the -[Docket No. 78N-15411
device.

5. Risks to health: (a) Thromboem- MEDICAL DEVICES
bolism: Inadequate blood compatabi- Classification of External Cardiac Compressors
lity of the materials used in this device
and inadequate surface finish and AGENCY: Food and Drug Administra-
cleanliness may lead to potentially de- tion.
bilitating or fatal thromboemboll. (b) ACTION: Proposed rifle.
Embolism: Pieces of the catheter that
break or flake off may form emboli SUMMARY: The Food and Drug Ad-
which can be debilitating or fatal, ministration (FDA) is issuing for

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the septostomy catheters
be classified into class II fperformance
standards). The Commissioner believes
that -performance standard is neces-
sary for this device because general
controls by themselves are insufficient
to control the risks to health. A per-
formance stand would provide reason-
able assurance of the' safety and effec-
tiveness of the device. The Commis-
sioner also believes that there is suffi-
cient information to establish a stand-
ard to provide such assurance. -
- Therefore, under the Federal Food,

Drug, and Cosmetic Act (secs., 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart F by adding new
§ 870.5175 as follows:

§ 870.5175 Septostomy catheter.
(a) Identification. A septostomy

catheter is a special balloon catheter
that is used to create or enlarge the
atrial septal defect found in the heart
of infants.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, Md. 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,-
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comlnents may be seen
in the above 'office between the hours

public comment a proposed regulationL
classifying external cardiac compres-
sors into class III (premarket approv-
al). The FDA is also publishing the
recommendations of the Cardiovascu-
lar Device Classification Panel and the
Anesthesiology Device Classification
Panel that the device be classified into
class III, and the recommendation of
the -General' Hospital and Personal
Use Device Classification Panel-that
manually operated external cardiac
compressors be classified into cla& III
and that pneumatically and electrical-
ly powered external cardiac compres-
sors be classified into class II. The
effect of classifying a device into class
III is to provide for each manufacturer
of the device to submit to FDA a pre-
market approval application at a date
to be set in a future regulation. Each
application includes information 'con-
cerning safety and effectiveness tests
of the device. After considering public
comments, FDA will issue a final regu-
lation classifying the device. These ac-
tions are being, taken under the Medi-
cal Device Amendments of 1976.

DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on'this proposal become effec-
.tive 30 days after the date of its publi-
cation in the FEDERAL REGISTER."

ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, .Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.

FOR FURTHER - INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, tnd Wel-
fare, 8757 Georgia' Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:
PANEL RECOMMENDATION

A proposal elsewhere In this Issue of
the FEDERIL REGISTER provides back-
ground information concerning the de-
velopment of the proposeq regulation.
The Cardiovascular Deyice Classifica-
tion Panel, the Anesthesiology Device
Classification Panel, and the General
Hospital and Personal Use Device
Classification Panel, FDA advisory
committees, made the following rec-
ommendations regarding the classifi-
cation of external cardiac compressors:

1. Identification: An external cardiac
compressor Is an external device that
is electrically, pneumatically, or man-
ually powered and is used to compress
the chest periodically in the region of
the heart to provide blood flow during
cardiac arrest.

'2. Recommended classification: The
Cardiovascular Device Classification
Panel and the Anesthesiology Device
Classification Panel recommend that
external cardiac compressors be classi-
fied Into class III (premarket approv-
al) and that premarket approval of
this device be a medium priority. The
General Hospital and Personal Use
Device Classification Panel recom-
mends that manually operated exter-
nal cardiac compressors be classified-
into class III and that pneumatically
and electrically powered, external car-
diac compressors be cldssifled into
class II.

3. Summary of reasons for recom-
mendations: The Cardiovascular
Device Classification Panel and the
Anesthesiology Device Classification
Panel recommend that external cardi-
ac compressors be classified into class
III because this device Is life support-
ing'and is potentially hazardous to life
or health even when properly used.
This device Is attached directly to the
body and is used in h clinical environ-
ment where excessive leakage current
can be a serious hazard. Thus the elec-
trical characteristics of this device,
e.g., electrical leakage current, need to
meet certain requirements. Perform
ance characteristics, including accura-
cy, reproducibility, and any limitations
on the device's compression rate and
applied force, should be maintained at
a generally accepted satisfactory level
and should be made known to the user
through special labeling. The surface
area of the plunger and the use of the
device on Infants and children are sub-
jects which should be considered in
the design and labeling of the device.
The Panels believe that general con-
trols alone wolild not provide suffi-
cient control over the performance
characteristics of this device. The
Panels also believe that a performance
itandard will not provide reasonable
assurance of the safety and effective-
ness of the device and that there is not
sufficient information to establish a
standard to -provide such assurance.
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The General Hospital and Personal
Use Device Classification Panel agrees
with the Class I recommendation for
manual external cardiac compressors,
but believes that, for pneumatically
and electrically powered external car-
diac compressors, a performance
standard would provide reasonable as-
surance of the safety and effectivenesm
of the device and that there is suffi-
cient information to establish a stand-
ard to provide such assurance.

4. Summary of data on which the
recommendations are based: The
Panel members based their recommen-
dations on the potential hazards asso-
ciated with the inherent properties of
the device and on their personal
knowledge of, and experience with,
the device. In addition, the Panels
found further support for their recom-
mendations in the medical literature.
This device has the advantage of effi-
ciency and consistency (Refs. 1
through 4). An external cardiac com-
pressor does offer several advantages
to the trained operator. The automatic
compressor frees the operator and
allows the operator to perform other
duties (Refs. 3 and 4). Little, et al.
(Ref. 3) claim that external cardiac
compressors operate well during pa-
tient transport and control sternal de-
flection more precisely than does
manual cardiopulmonary resuscitation
(CPR). However, safe and effective use
of this device requires extensive opera-
tor training, and there is a hazard as-
sociated with the required setup time

-during which cardiac compression is
halted (Ref. 4). Several other hazards
are associated with the use of the
device. The device can cause fractures
of the ribs and sternum (Refs. 5, 6,
and 8), and heart (Refs. 5 through 8);
damage to thE liver (Refs. 5, 6, 8, and
9), lungs (Refs. 5 and 8); and possible
bone marrow emboli (Ref. 8). Howev-
er, these injures can also result from
manual CPR and are relatively minor
compared to the serious nature of car-
diopulmonary arrest. The literature
offers conflicting evidence regarding
the efficacy of the external cardiac
compressor as compared to manual
CPR (Refs. 5, 7, 9, and 10).. However,
the device is not designed to replace
manual CPR. The literature seems to
recomnmend it for certain situations
such as long-term applications and pa-
tient transport. -Although some pre-
liminary standards for the external
cardiac compressor have been re-
searched, addressing such parameters
as compression rate, force, systolic/
diastolic time interval, and degree of
sternal deflection (Refs. 1 and 11), the
Panels believe those efforts are inad-
equate to provide reasonable assur-
ance of the safety and effectiveness of
the device.

5. Risks to health: (a) Tissue
damage, bone breakage, or inadequate

blood flow. Damage to the heart,
other organs orttissues, or inadequate
blood flow can result from poor me-
chanical design, improper surface area
of the plunger, improper vertical ex-
cursion of the plunger, Improper force
applied by the plunger, or improper
energy transmission by the device. (b)
Cardiac arrhythmlas or electrical
shock: Excessive electrical leakage cur-
.rent can disturb the normal electro-
physiology of the heart, leading to the
onset qf cardiac arrhythmlas.

PROPOSED CLASSIMcATION

The Commissioner agrees with the
recommendations of the Cardiovascu-
lar Device Classification Panel and the
Anesthesiology Device Classification
Panel, and is proposing that the exter-
nal cardiac compressor be classified
into class M (premarket approval).
The Commissioner believes the device
is purported or represented to be for a
use (for mechanically pumping the
heart during cardiopulmonary resusci-
tation) in supporting or sustaining
human health. The Federal Food,
Drug, and Cosmetic Act requires the
Commissioner to classify a life-sup-
*porting or life-sustaining device into
class III unless the Commissioner de-
termines that premarket approval is
not necessary to provide reasonable as-
surance of the device's safety and ef-
fectiveness. In this case, the Commis-
sioner has determined that premarket
approval is necessary. The Commis-
sioner believes that insufficient- infor-
mation exists to determine that gener-
al controls will provide reasonable as-
surance of the safety and effectiveness
of the device and that insufficient in-
formation exists to establish a per-
formance standard to provide this as-
surance.
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Therefore, under the Federal Food.
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart P by adding new
§ 870.5200 as follows:

§ 870,5200 External cardiac compressor..

(a) Identification. An external cardi-
ac compressor Is an external device
that is electrically, pneumatically, or
manually powered and is used to com-
press the chest periodically in the
region of the heart to provide blood
flow during cardiac arrest.

(b) Classificatiom Class III (premar-
ket approval).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockvlle, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
Ing Clerk docket number found in
brackets in the heading of this docu-
maent. Received comments may be seen
in the above office between the hours
of 9 am. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.

JOSEPH P. HIn,
Associate Commissionerfor

RegulatoryAffairs.
[EFR Doc. 79-283 Filed 3-8-79; 8:45 am]
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[4110-03-M]

[21 CFR Part 8701

[Docket No. 78N-1542]

MEDICAL DEVICES

Classification of External Counter-Pulsating
Devices

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.

SUMMARY: The-7ood and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying external counter-pulsating
devices into class III (premarket ap-
proval). The FDA is also publishing
the recommendation of the Cardiovas-
cular Device Classification Panel that
the device be classified into class II.
The effect of classifying a device into
class III is to provide for each manu-
facturer of the device to submit to
FDA a premarket approval application
at a date' to be set in a -future regula-
tion. Each application includes infor-
mation concerning safety and effec-
tiveness tests of the device. After con-
sidering public comments, FDA will
issue a final regulation classifying the
device. These actions are being taken
under the Medical Device Amend-
ments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the F=DERAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HEFK-450), Food
and Drug' Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, M\1D 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOmmENDATION

A proposal elsewhere in this issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.'
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of external counter-pulsating devices:

1. Identification: An external
counter-pulsating device is a noninva-
sive device used to assist the heart by
applying positive or negative pfessure
to one or more of the body's limbs in
synchrony with the heart cycle.

2. Recommended classification: Class
IMI (premarket approval). The Panel
recommends that premarket approval
of this device be a medium priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the external counter-pulsating
device be classified into class III be-
cause this electrically or pneumatical-
ly powered device is life-supporting
and is potentially hazardous to life or
health even when properly used. This
device surrounds the limbs to which it
is attached, is in direct contact .with
the skin, and is used in a clinical envi-
ronment where excessive leakage cur-
rent can be a serious hazard. Thus the
electrical characteristics of this device,
e.g., electrical leakage current, need to
meet certain requirements. Perform-
ance characteristics, including accura-
cy, reproduciblity, and any limitations
on the device's cardiac synchroniza-
tion and .pressure application, should
be maintained at a generally accepted
satisfactory level and should be made
known to the user through special la-
beling. The device is used with other
devices in a system that may be haz-
ardous if not satisfactorily assembled,
used, and maintained. The Panel be-
,lieves that general controls alone
would not provide sufficient control
over the performance characteristics
of this device. The Panel also believes
that there is not sufficient informa-
tion to establish a performance stand,
ard to provide assurance of the safety
and effectiveness of the device and,
therefore, that premarket approval is
necessary for this device.

4. Summary of data on which the
recommendatidn is based: The Panel

-members based their recommendation
on. the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Cardiac ar-
rhythmias: Excessive electrical -leak-
age current can disturb the normal
electrophysiology of the heart, leading
to the onset of cardiac arrhythmias.
(b) Trauma to the limb: Improper me-
chanical design can cause trauma to
the limb to which the device is ap-
plied. (c) Ineffective cardiac assist-
ance: Improper timing or a failure to
synchronize with the appropriate
phase of the cardiac cycle can lead to
ineffective cardiac assistance by the
device.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel recommendation and is propos-
ing that the external counter pulsat-
ing device be classified into class III
(premarket approval). The Commis-
sioner believes the device is purported
or represented to be for a use (assist-
ing a weak heart in pumping blood) in

supporting or sustaining human
health. The Federal Food, Drug, and
Cosmetic Act requires the Commis-
sioner to classify a life-supporting or
life-sustaining device into class III
unless the Commissioner determines
that premarket approval Is not neces-
sary to provide reasonable assurance
of the device's safety and effective-
ness. In this case, the Commissioner
has 'determined that premarket ap-
proval is necessary. The Commissioner
believes that insufficient Information
exists to determine that general con-
trols will provide reasonable assurance
of the safety and effectiveness of the
device and that insufficient informa-
tion exists to establish a performance
standard to provide this assurance.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5,1),
the Commissioner proposes to amend
Part 870 in Subpart F by adding new
§ 870.5225 as follows:

§ 870.5225 External counter-pulsating
device.

(a) Identification. An external
counter-pulsating device is a noninva-
sive device used to assist the heart by
applying positive or negative pressure
to one or more of the body's limbs in
synchrony with the heart cycle.

(b).Classification. Class III (premar-
ket approval).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JosEPH P. HiLE,

Associate Commissioner
for Regulatory Affairs.

[FR Dac. 79-6285 Filed 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Part 870]

[Docket No. 78N-1543]

MEDICAL DEVICES

Classification of DC-Defibrlllafors (Including
Paddles)

AGENCY: Food and Drug Administra-
tion.
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ACTION: Proposed Rule.

SUMMARY: The Food and Drug.Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying DC- defibrillators (includ-
ing paddles) into class III (premarket
approval). The FDA is also publishing
the recommendation of the Cardiovas-
cular Device Classification Panel that
the device be classified into class III.
The effect of classifying a device into
class M is to provide for each manu-
facturer of the device to submit 'to
FDA a premarket approval application
at a date to be set in a future regula-
tion. Each application includes infor-
mation concerning safety and effec-
tiveiess tests of the device. After con-
sidering public comments, FDA will
issue a final regulation classifying the
device. These actions are being taken
under the Medical Device Amend-
ments of 1976.
-DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEDERAL REISTEn.

ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION
CONTACT.

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and- Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PAmi REcoMMNwDATIoN

A proposal elsewhere in this issue of
the FEDERAL REGIsTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion, Panel, an FDA advisory commit-
tee, made the following recommenda-
tion regarding the classification of
DC-defibrillators (incluling paddies):

1. Identification: A DC-defibrillator
(including paddies) is a device used to
produce an electrical shock for deft-
brillating (restoring normal heart
rhythm) the atria or ventricals of the
heart or to terminate other cardiac ar-
rhythmias. The device may either syn-
chronize the shock with the proper
phase of the electrocardiogram or may
operate asynchronously. The device

* delivers the electrical shock through
paddies placed either directly across
the heart or on the surface" of the
body.

2. Recommended classification: Class
III (premarket approval). The Panel

recommends that premarket approval
of this device be a high priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the DC-deflbrillator (including
paddies) be classified into class III be-
cause the device Is life sustaining and
presents a potential unreasonable risk
of illness or injury. If the device fails
to perform adequately, unnecessary
heart damage or death may result.

Based upon the Information availa-
ble to it, the Panel has reviewed and
revised Its recommendation many
times over the past several years. On
July 30. 1976, the Panel recommended
that defibrillators using damped sinu-
soidal wave forms be classified into
class II and that all other defibrlila-
tors be classified into class III. On
April 4, 1977, after additional Informa-
tion was supplied to the Panel, the
Panel recommended that all defibrilla-
tors be classified into class IL The
debate about the classification of defl-
brillators continued and. after review-
ing significant additional data, the
Panel, on April 7, 1978, voted to classi-
fy all damped sinusoidal defibrillators
and trapezoidal defibrillators with de-
livered energies of 400 joules or less
into class II and to classify all other
defibrillators into class III. At the
April 7, 1978 Panel meeting three clas-
sification motions for defibrillators
were entertained. The vote on each
motion was split, and after this meet-
ing one Panel member indicated that
he wished to change his vote on a
motion to place the device into class
I based upon the discussion which
took place on a later motion to divide
the device into a class II and class III
category.

A summary of the safety and effica-
cy data for defibrillators was prepared
and provided to each Panel member in
November 1978. At that time, because
of what had occurred at the April 7,
1978 meeting, each Panel member was
asked to review the summary, to indi-
cate if he or she believed the summary
to be accurate, and then to vote to
either. (1) Classify all defibrillators
into class II; (2) classify all defibrilla-
tors into class MI; (3) classify defibril-
lators with a maximum delivered
energy equal to or less than 360 joules
into class II and classify all others into
class III; or (4) classify defibrillators
with a maximum delivered energy
equal to or less than 400 Joules into
class II and classify all others into
class I. The result of that vote was
that three members voted to classify
all defibrillators Into class III, and two
members voted to classify some defi-
brillators into class II and others into
class I.

The Panel's final recommendation is
based on this last vote. During the dis-
cussions about classifying defibria-
tors, significant contradictory data

were presented to the Panel. It
became apparent that dividing the
classification of the device between
class II and class III subgroups could
be unnecessarily detrimental to the
development of those devices placed
into class II.

Because of the controversy over de-
livered energy, wave form, duration,
current, and other defibrillation pa-
rameters, the Panel believes that pre-
market7 approval is necessary for this
device. The Panel also believes that
general controls alone would not pro-
vide sufficient control over the per-
formance characteristics of the device,
and that sufficient data do not exist to
establish a performance standard to
assure the safety and effectiveness of
the device. Because of the controversy
surrounding the classification of defi-
brillators, the Panel has requested
FDA to schedule a Panel meeting at
which interested parties may preseni
data on the safety and efficacy of defi-
,brillators before a final regulation
classifying the device is published in
the FEDEAL REcisTER.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the po-
tential hazards associated with the in-
herent properties of the device and on
the Panel members' personal knowl-
edge of, and experience with, the
device. In addition, the Panel sought
information from the medical and scl-
entific community, the industry, and
the medical literature.

Representatives of industry, con-
cerned private medical practitioners,
and individual panel members present-
ed their views to the Panel. The Panel
discussed the classification of this
device at the following Panel meet-
ings: March 15, 1976; July 30, 1976; Oc-
tober 18, 1976; January 14, 1977; April
4, 1977; July 29, 1977; October 7, 1977;
January 13, 1978; April 7, 1978; and
June 30, 1978.

The summary minutes (Refs. 1
through 10) of these meetings contain
the data and discussions on which the
Panel made Its recommendation. The
characteristics of the electrical shock
used to defibrillate the heart include
energy, charge, duration, average cur-
rent, peak current, current density,
voltage, power, and waveform. In addi-
tion to these characteristics, paddle
size and paddle position can affect de-
fibrillation effectiveness.

Many factors other than device-re-
lated properties can alter the defibri-
lation threshold of a patient, including
the use of drugs such as lidocaine, the
presence of a myocardial infhrction,
hypoxic and acidotic conditions, and
endogenously liberated substances
such as adrenalin. Much of the dabate
about classification of defibrillators fo-
cused upon the amount of energy re-
quired to defibrillate a patient, espe-
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ciaily a patient weighing over 100 kilo-
grams.

There are two theories regarding-the
energy required for defibrillation. The
first theory is a dose concept for defi-
brillation energy-as bodyweight in-
creases the amount of energy required
for defibrillation increase. Data in
support of the first theory were pre-
sented by Geddes (Refs. 1 and 4),
Grayzel (Ref. 9), Gordon (Ref. 9),

'Levin (Ref. 9), Gallagher (Ref. 9),
Babbs (Ref. 9), and the Health Indus-
tries Manufacturers Association (ReL
6) represented by Gallagher and
'Larsen.

A paper by Tacker, et al. (Ref. 11),
which retrospectively studied defibril-
lation in 111 patients, presented an
energy threshold curve relating
energy to bodyweight and was cited,
among other articles (Refs. 12 through
15), as indicating the need for higher
energy defibrillation.-

The second theory is that a dose
concept based upon bodyweight is not-
valid and that higher energy defibril-
lation places the patient at a greater
risk of heart damage without increas-
ing the probability of successful defi-
brillation. Lown (Ref. 8) presented his
data on human cardioversion from
ventricular tachycardia and atrial fi-
brillation indicating that weight had
no bearing upon the energy required
to accomplish cardioverson.

Pantridge (Ref. 8) reviewed a study
he had performed, where 100-percent
successful defibrillation occured at a
stored energy of 400 joules. Crampton
(Ref. 8) reported a prospective study
in which he achieved .98-percent suc-
cessful defibrillation in 46 episodes in-
volving patents weighing 91 to 225
kilograms with an average energy dose
of 1.8 joules/kilogram. The average
dose was 3.1 joules/kilogram in
Crampton's study of 253 episodes in-
volving patients of all weights. In con-
junction with the energy-dose issue,
the Panel also discussed the amount
of- energy required to cause heart
damage.

Geddes (Ref. 8) indicated that" in
dogs, 300 joules/kilogram will perma-
nently stop the heart and that damage
occurs at 15 times the defibrillation
therehold.

Kerber (Ref. 9) reviewed his own
study which showed no change in the
myocardial contractility in dogs with
shocks of 40- to 460-joules- delivered
energy. Kerber also studied the level
of CPK isoenzyme in the blood of 15
patients and suggested that 2 of those
patients may have had some myocardi-
al damage due to a 400-joue-delivered
energy shock.

Lown (Ref. 8) indicated that, in his
studies on dogs, 30 to 75 joules were
required to-defibrillate, and 400 joules
produced significant lesions -on the
heart. Pantridge (Ref. 8) indicated

PROPOSED RULES

that, due to multiple shocks in 25-kilo-
gram dogs, the damage from 10 shocks
of 400 joules is 7 times the damage
from 20 shocks of 200 joules and 30
times the damage of 40 shocks of 100
joules.

However, Grayzel (Ref. 9), in refer-
ring to'a study by Ewy (Ref. 16), indi-
cated that no discernible difference
was found between the damage due to
3 shocks of 1,000 joules and that due
to 10 shocks of 300 juoles when ap-
plied to 23-kilogram dogs.

Babbs (Ref. 9) presented therapeutic
effect curves for defibrillation of
healthy dogs that showed a 50-percent
effective dose of 1.5 joules/kilogram.
Babbs' data also show that 1 to 2 per-
cent damage is expected from shocks
with 90-percent effectiveness and that
10-percent damage is expected from
shocks with 99-percent effectiveness.
Dr. Babbs defined damage-as any de-
tectable degree of myocardial necrosis
by either gross or pathological exami-

-nation. Another subject of debate in
the classification of defibrillators was
the electrical wavefrom used to defi-
brillate. There are now two types of
waveform used for defibillation: the
damped sinusoidal and the truncated
exponential (trapezoidal). Geddes
(Ref. 1) noted that defibrillation is
possible with many waveforms pro-
vided the current and duration param-
eters are chosed properly.

Schuder (Ref. 1) indicated that suc-
cessful defibrillation cannot be expect-
ed from an untruncated exponential
waveform and that a long, low-ampli-
tude tail may actually cause the heart
to refibrillate after the initial portion
of the waveform has defibrillated the
heart. Larsen (Ref. 3) gave a presenta-
tion demonstrating that the waveform
can be controlled and described in en-
gineering terms to small tolerances. In
referring to work performed by Tacker
(Ref. 17), Geddes (Ref. 4) stated that,
for trapezoidal waveforms, as the tilt
increases the current and energy re-
quired for defibrillation increases,
such that when the tilt reaches 95 per-
cent the energy required with a trape-
zoidal waveform is approximately
equal to that required with a damped
sinusoidal waveform.

Geddes and Tacker (Ref. 3) present-
ed references showing the effective-
ness of various specific marketed defi-
brillator waveforms. Other issues in-
volving, defibrillator design discussed
in much less detail by the Panel were
peak and average current, duration,
paddle size and position, current densi-
ty, and charge. As regards peak cur-
rent, Gallagher (Ref. 6) indicated that
60 to 70 amperes is the peak current
range of currently marketed damped
sinusoidal waveform defibrillators.
Schuder (Ref. 1) stated that there is a
minimum current amplitude required
for defibrillation, but that the per-

centage of arrhythmias that occur fol-
lowing successful defibrillation in-
creases rapidly as the current ampli-
tude increases above a certain level.
Geddes (Ref, 6) believes that average
current rather than peak current may
provide a more accurate comparison of
waveforms.

Gordon (Ref. 9) said that,, based on
his enzyme studies, a steep rise time
and high peak current are more dam-
aging than other waveform character-
istics. With respect to duration,
Geddes (Ref. 6) indicated that cur-
rently marketed defibrillators have a
duration of 4 to 12 milliseconds.
Schuder (Ref. 1) stated that duration
of greater than 8 milliseconds can suc-
cessfully defibilate but that more con-
sideration must then be placed upon
waveform and energy.

Tacker (Ref. 1) indicated that the
relative importance of duration, vol-
tages, and currents for different wave,
forms is largely unknown. Ewy et al.
(Refs. 18 through 21) and Geddes et
al. (Ref. 22) extensively studied paddle
size and position, They found no dif-
ference in defibrillation success be-
tween transchest or chest-to-back
paddle positions so long as the left
chest paddle was placed over the apex
of. the heart. Geddes (Ref. 6) stated
that paddle position data were collect-

'ed from animal studies and that there
are no data related to paddle position
on humans. Specific data on current
density and charge were not presented
to the Panel, although these proper-
ties are Intimately related to paddle
size and waveform, among other prop-
erties.

The Panel recognized the work in
progress to standardize defibrillators,
including the efforts of American
Heart Association (Refs. 23 through
25) and the Utah Biomedical Test Lab-
oratories (Ref. 26).

5. .Risks to Health: (a) Electrical
shock to operator: Improper electrical
design of the device can lead to a serl-
ous electrical shock to thq operator.
(b) Inability to defibrillate or persis-
tence of the arrhythmia: Inability to
defibrillate or persistence of the ar-
rhythmia may occur because of exces-
sive energy, excessive current, insuffi-
cient energy,- insufficient current, a
difference between the indicated level
of energy and the delivered level of
energy, as delivered into a 50-ohm,
load, or excessive leakage current. (c)
Inability to defibrillate: Inability to
defibrillate may occur when certain
drugs that can raise the defibrillation
threshold are used. (d) Inability to de-
fibrillate due to paddle design: Inabil-
ity to defibrillate may result from in-
appropriate paddle size or Inappropri-
ate paddle location on the subject.
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PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation, and is pro-
posing that the DC-defibrillator be
classified into class III (premarket ap-
proval). The Commissioner believe
the device is purported or represented
to be for a use (eg., restoring a fibril-
lating heart to normal rhythm and
function) in supporting or sustaining
human life. The Federal Food, Drug,
and Cosmetic Act requires the Com-
missioner to classify a life-supporting
or life-sustaining device into class III
unlesS the Commissioner determines
that premarket approval is not neces-
sary to provide reasonable assurance
of the safety and effectiveness of the
device. In this case, because of the
contradictory .data presented and
available, the Commissioner has deter-
mined that premarket approval is nec-
essary. The Commissioner believes
that insufficient information exists to
determine that general controls will
provide reasonable assurance of the
safety and effectiveness of the device
and that insufficient information
exists to establish a performance
standard to provide this assurance. At
the Panel's request, the Commissioner
is also announcing his intention to
schedule a Panel meeting prior to the
final classification of difibrillators at
which interested parties are invited to
present relevant scientific data regard-
ing the safety and effectiveness of DC-
defibrillators.
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placed in the office of the Hearing
Clerk (address above) and may be seen
by interested persons, from 9 a m. to 4
pam., Monday through Friday.

L Summary Minutes of the Panel on
Review of Cardiovascular Devises Ad Hoc
Subcommittee on Defibrillators Meeting,
March 15. 1976.

2. Summary Minutes of the Panel on
Review of Cardiovascular Devises, Joint
Meeting of the Implants and Monitors Sub-
committees. July 30, 1976.

3. Summary Minutes of the Panel bn
-Review of Cardiovascular Devises Meeting.
October 18, 1976.

4. Summary Minutes of the Cardiovascu-
lar Devises Classification Panel Meeting,
January 14,1977.

5. Summary Minutes of the Cardlovascu-
lar Devises Classification Panel Meeting,
April 4.1977.

6. Summary Minutes of the Cardiovascu-
lar Devises Classification Panel Meeting,
July 29, 1977.

7. Summary Minutes of the Cardiovascu-
lar Device Classification Panel Meeting. Oc-
tober 7, 1977. -

8. Summary Minutes of the Cardiovascu-
lar Device Classification Panel Meeting,
January 13,1978.

9. Summary Minutes of the Cardiovascu-
lar Device Classification Panel Meeting.
April 7,1978.

10. Summary Minutes of the Circulatory
System Devices Panel Meeting, June, 30.
1978.
1L Tacker. V. A-. Jr.. F.M. Galloto. Jr. E.

Glullani, L. A. Geddes, D. C. McNamara.
"Energy Dosage for Human tran,-Che5t
Electrical Ventricular Defibrillation." New
England Journal of Medicine, 290:214-215,
1974.

12. Geddes, T. A., V. A. Tacker, Jr., J. P.
Rosborough, et al.. "Electrical Dose for Ven-
tricular Defibrillation of Large and Small
Animals Using Precordlal Electrodcs," Jour-
nal of Clinical Inrestigation,% 53310-319,
1974.

13. Tacker, W. A., Jr., L. A. Geddes, J. P.
Rosborough, "Trans-Chest Ventricular Defi-
brillation of Heavy Subjects Using Trapezoi-
dal Current Waveforms," Journal of Elec-
trocardioogy, 8(3):237-240,1975.

14. Gold, J. H., J. C. Schuder, H. Stoeckle,
T. A. Granberg, S. Z. Hamdani, J. T.L Rych-
lewski, "Transthoraclc Ventricular Defibril-
lation in the 100 kg Calf with Unidirectional
Rectangular Pulses," Circulation, 5605-745-
750. 1977.

15. Anderson. G. J, J. Suelzer "The Effi-
cacy of Trapezoidal Wave Forms for Ven-
tricular Defibrillation." Chest, 70(2):298-300.
1976.

16. Ewy. G. A., D. Taren, P. W. Kohnen.
"Comparison of Myocardial Damage from
DC Defibrillator Discharge Delivered at
Frequent Small Doses vs. Infrequent large
Doses," Proceedings of the 13th Annual
AALI Meeting. Washington. D.C. p. 88,
1978.

17. Tacker, W. A., Jr., L A. Geddes. J. D.
Bourland. Z& Hinds, "The Effect of Tilt on
the Strength-Duration Curve for Trans.
Chest Ventricular Defibrillation" Proceed.
ings of the 12th Annual AAMI Meeting. San
Francisco, p. 403. 1977.

18. Ewy, G. A, "Effectiveness of Direct
Current Defibrillatilom Role of Paddle Elec-
trode Size: I" American Hcart JournaZ,
93(5):674-675. 1977.

19. Thomas, E. D., G. A. Ewy, C. F. Dabi.
M. D. Ewy, "Effectivenem of Direct Current
Defibrillation: Role of Paddle Electrode
Size," American Heart Journal, 934):463-
467, 1977.

20. Dab, C. F. G. A. Ervy, F. D. Warner,
E. D. Thomas, "Myocardial Necrosis from
Direct Current Counter shock: Effect of
Paddle Size and Time Interval Between Dis-
charges," Circulation, 50:956-961.1974.

2L Connell, P. N., G. A. Ewy, C. F. DahL
M. D. Ewy, "Transthoraclc Impedance to
Defibrilator Discharge: Effect of Electrode
Size and Electrode-Chest Wall, Interfer-
ence."- Journal of Ekctroc r dfoIoa
6(4):313-317,1973.

22. Geddes, L. A., S. S. Grubbs. P. G.
Wilcox, W. A. Tracker, Jr., "The Thorcdc
Windows for Electrical Ventrlcular Defibril-
lation Current," American Heart Journal
94(1):67-72, 1977.

23. Report of the Intercoclety Corrniilssion
on Heart Disease Resources, "Electronic
Equipment in Critical Care Arecs Part I:
Status of Devices Currently In UMe," Circu.
latiom 43:5-26, 197L

24. Report of the Inter..clety Commisnion
on Heart Disease Resource3, "Electronic
Equipment in Critical Care Areas Part III:
Selection and Maintenance Program." Cir-
culation, 44:A247-A261, 1971. *

25. Report of the American Heart Associ-
ation Target Activity Group: Cardiopulmon-
ary Resuscitation In the Young, "Guidels

for Defibrillation in Infants and Children."
Circulation. 56(3): 502A-503A. 197

26. Standard for Cardiac Defibrillator De-
vice. Sixth Draft. Utah BiomedzIal Test
Laboratorie FDA Contract-MD;-021-.
0001, Feb. 15.1977.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs 513,
701(a), 52 Stat 1055. 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart F by adding new
§ 870.5300 as follows:

§ 870,5300 DC-defibrillators (including
paddles).

(a) Ident~ication. A DC-defibrilla-
tor (including paddies) is a device used
to produce an electrical shock for defi-
brillating (restorating normal heart
rhythm) the atria or ventricas of the
hiart or to terminate other cardiac ar-
rhythmias. The device may either syn-
chronize the shock with the proper
phase of the electrocardiogram or may
operate asynchronously. The device
delivers the electrical shock through
paddies placed either directly across
the heart or on the surface of the
body.

(b) Classtication. Class I (premar-
ket approval).

Interested persons may, on or before
Mly 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration. Rm. 4-65, 5600 Fishers
Lane, Rockville. MD 20857. written
comments regarding this proposal-
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found in
"brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a-m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.

Josmun P. Hn=n
Assoicated Commissioner

forRegu ltzory Affairs.

[FR Dc. 79-6285 Filed 3-8-79; 8:45 am]

[41 0-03-M]

(21 CFR Part 870]

(Docket No. 78N-1544A

MEDICAL DEVICES

Classification of Deibr'l3ator Testers

AGENCY. Food and Drug Administra-
tion.

ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying defibrillator testers into
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class II (performance standards). The
FDA is also publishing the recommen-
dation of the Cardiovascular Device
Classification Panel that the device be
classified into class II. The effect of
classifying a device into class II is to
provide for the future 'development of
one or more performance standards to
assure the safety and effectiveneis of
the device. After considering public.
comments, FDA will issue a final regu-
lation classifying the device. These ac-
tions are being taken under the Medi-
cal Device Amendments of 1976.

DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after 'the date of its publi-
cation in the FEDERAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fisher Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, ID 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

- PANEL RECOMIENDATION

A proposal elsewhere in this issue of
the FEDERAL REGISTER provided-back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of defibrillator testers:

1. Identification: A defibrillator
tester is a device that is connected "to
the output of the defibrillator and is
used to measure the energy delivered
by the defibrillator into a standard re-.
sistive load. Some testers also provide
waveform information.

2. Recommended classification: Class
II (performance staidards). The Panel
recommendd that establishing a per-
formance standard for this device be a
high priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the defibrillator tester be classi-
fied into class IE bqcause this device is
neither life-supporting nor life-sus-
taining, but is potentially hazardous to
life or health even when properly
used. Failure of the device to accurate-
ly. measure defibrillator output can
lead to 'excessive or insufficient energy
delivered to a patient during'defibrilla-
tion. Performance characteristics, in-
cluding accuracy and reproducibility,
and any limitations on the device's
ability to measure defibrillator output

PROPOSED RULES

should be maintained at a generally
accepted satisfactory level and should
be made known. to the user through
special labeling. The Panel believes
that general controls alone would not
provide sufficient control over the per-
formance -characteristics of this
device. The Panel believes that a per-
formance standard will provide reason-
able assurance of the safety and effec-
tiveness of the device and that there is
sufficient information to establish a
standard to provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with-the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.5. Rdss to health: (a) Misdiagnosis:

Inadequate design with regard to indi-
cation of defibrillator output can lead
to generation of inaccurate defibrilla-
tor output data. If inaccurate defibril-
lator output data are used in manag-
ing the patient, the physician may
prescribe a course of treatment which
places the patient at risk unnecessar-
ily.

(b) Electrical shock to operator: Im-
proper electrical isolation qan lead to
electrical shock to the-operator.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and Is pro-
posing that the defibrillator tester be
classified Into class II (performance
standards). The Commissioner believes
that a performance standard is neces-
-sary for. this device because general
controls by themselves are insufficient
to control the risks to health. A per-
formance standard would provide rea-
sonable assurance of the safety and ef-
fectiveness of the device. The Commis-
sioner also believes that there is suffi-
cient information to establish a stand-
ard to provide such assurance.

Therefore, under the Federal Food,
Drug, 'and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat.'540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart F by adding new
§ 870.5325 as follows:

§ 870.5325 Defibrillator tester.
(a) .Identification. A defibrillator

tester is a device that is connected to
the output of a defibrillator and is
used to measure the energy delivered
by the defibrillator into a standardre-
sistive load- Some -testers also provide
waveform information.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-

ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, -except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
ing Clerk docket number found In
brackets in the heading of this docu
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JOSEPH P. HILE

Associate Commissioner for
Regulatory Affairs,

[FR Doc. 79-6286 Filed 3-8-79:8:45 aml

[4110-03-M]
[21 CFR Part 8701

[Docket No. 78N-1545]

MEDICAL DEVICES

-Classification of External Transcutanoous
Cardiac Pacemakers (Noninvaslvo)

AGENCY: Food and Drug Administra-
tion.'
ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
Public comment a proposed regulation
classifying external transcutaneous
cardiac pacemakers (noninvaslve) into
class III (premarket approval). The
FDA is also publishing the recommen-
dation of the Cardiovascular Device
Classification Panel that the device be
classified into class Ill. The effect of
classifying a device Into class III is to
provide for'each manufacturer of the
device to submit to FDA a premarket
approval application at a date to be set
in a future regulation. Each applica-
tion includes information concerning
safety and effectiveness tests of the
device. After considering public com-
ments, FDA will issue a final regula-
tion classifying the device. These ac-
tions -are being taken under the Medi-
cal Device Amendments of 1976.
DATES: Comments by May 8, 1909.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of Its publi-
cation in the FEDERAL REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR 'FURTHER INFORMATION
CONTACT:

Glenn A. Rahmoeller, Bureau of
Medical Devices '(HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
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fare, 8757 Georgia Ave., Silver
Spring, Md 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANEL RECOmMENDAtION

A proposal elsewhere in this issue of
the FEDEriAL RESTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of external transcutaneous cardiac
pacemakers (noninvasive):

L Identification: An external trans-
cutaneous cardiac pacemaker (nonin-
vasive) is a device used to supply a pe-
riodic electrical pulse intended to pace
the heart. The device is usually ap-
plied to the surface of the chest
through electrodes such as defibrilla-
tor paddles.

2. Recommended classification: Class
III (premarket approval). The Panel
recommends that premarket approval
of this device be a medium priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the external transcutaneous car-
diac pacemaker (noninvasive) be classi-
fied into class III because this device is
life-supporting and presents a poten-
tial unreasonable risk of illness, injury
or death. This device is most frequent-
ly used in emergency care situations
where the introduction of a cardiac
lead is impractical or impossible. The
Panel is concerned that there is not
enough information on energy levels
and electrode configurations needed
for reliable pacing. The Panel believes
that general controls alone would not
provide sufficient control over the per-
formance characteristics o'f this
device. Although some electrical
safety aspects can be controlled by
standards, the Panel believes there is
insufficient scientific and medical data
for this life-supporting product to es-
tablish a standard that can assure
safety and efficacy. Therefore, the
Panel believes that premarket approv-
al is necessary.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Myocardial or
tissue damage: Excessive energy or
poor electrode design and placement
can cause tissue damage or myocardial
'damage. (b) Failure to pace: The pace-
maker will not pace the heart if inad-
equate energy levels are used, or if a
poor electrode design or configuration
is employed.

PROPOSED CLAssrFiCATioN

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the external transcutane-
ous cardiac pacemaker (noninvasive)
be classified into class III (premarket
approval). The Commissioner believes
the device is purported or represented
to be for a use (maintaining heart
function by electrical stimulation) in
supporting or sustaining human
health. The Federal Food, Drug, and
Cosmetic Act requires the Commis-
sioner to classify a life-supporting or
life-sustaining device into class fI
unless the Commissioner determines
that premarket approval is not neces-
sary to provide reasonable asstirance
of the device's safety and effective-
ness. In this case, the, Commissioner
has determined that premarket ap-
proval is necessary. The Commissioner
believes that insufficient information
exists to determine that general con-
trols will provide reasonable assurance
of the safety and effectiveness of the
device and that insufficient informa-
tion exists to establish a performance
standard to provide this assurance.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart F by adding new
§ 870.5550 as follows:

§ 870.5550 External transcutaneous cardi-
ac pacemaker (noninvasive).

(a) Identification. An external trans-
cutaneous'cardiac pacemaker (nonin-
vasive) is a device used to supply a pe-
riodic electrical pulse intended to pace
the heart. The device is usually ap-
plied to the surface of the chest
through electrodes such as delibrla-
tor paddies.

(b) ClassTication. Class III (pemar-
ket approval).

Interested persons may, on or before
May 8, 1979, submit to the Hearing
Clerk (EFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857. written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be Identified with the Hear-
Ing Clerk docket number found In
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 am. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JOSEPH P. HI-s,

Associate Commissioner
forRegulatorjAffaim.

[FR Dcc. 9-6297 Piled 3-8-79; &45 am]

[4110-03-M]

[2) CFR Part 870]

[Decket No. 78N-1546]

MEDICAL DEVICES

atarlfication of Compressible 1mb Steeves

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) Is issuing for
public comment a proposed regulation
classifying compressible limb sleeves
into class II (performance standards).
The FDA Is also publishing the recom-
mendation of the Cardiovascular
Device Classification Panel that the
device be classified Into class II. The
effect of classifying a device into class
II is to provide for the future develop-
ment of one or more performance
standards to assure the safety and ef-
fectiveness of the device. After consid-
ering public comments, FDA will issue
a final regulation classifying the
device. These actions are being taken
under the Medical Device Amend-
ments of 1976.
DATES: Comments by May 8, 1979.
The Commisoner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of its publi-
cation in the FEnzAL REGIs=.

ADDRF S: Written comments to the
Hearing Clerk (HPA-305). Food and
Drug Administration, Rm. 4-65, 5600
Fishers 1ane. Rockville, MD 20857.

FOR FURTHER INFORMATION
CONTACT.

Glenn A. Rahmoeller. Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring. MI 20910.301-427-559.

SUPPLEMENTARY INFORMATION:

PANTEL RECOMEIDAMON

,A proposal elsewhere in this Issue of
the FimERAL RrnxsvzR provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, an FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of compressible limb sleeves. *

1. Identification: A compressible
limb sleeve is a device that is used to
prevent pooling of blood in a limb by
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Inflating periodically a sleeve aroun
the limb..

2. Recommended classification: Clas
II (performance standards): The Pan(
recommends that establishing a pei
formance standard for this device be
low priority.

3. Summary of reason for recommer
dation: The Panel recommends tha
the compressible limb sleeve be class
fled into class II because this device I
neither life-supporting nor life-sm
taining, but is potentially hazardous t
life and health even when primaril
used. The device fits around the e)
tremities of the body and applies per
odic pressure to the limb by pneumati
action. Malfunction of the device ca
result In unsafe excess pressure. Th
Panel believes that the pressure limit
should be controlled by performanc
standards. Materials used In the devic
should meet a generally accepted satt
factory level of tissue compatibilit3
The Panel believes that general cor
trols alone would not provide suffi
edent control over the performanc
characteristics of this device. Th
Panel believes that a performanc
standard will provide reasonable assui
ance of the safety and effectiveness o
the device and that there is sufficien
information to establish a standard t
provide such assurance. ,

4. Summary of data on which" th
recommendation is based: The Pane
members based their recommendatioi
on the potential hazards associatei
with the inherent properties of th
device and-on their personal know]
edge of, and experience with, th
device.

5. Risks to health: (a) Tissue trauma
Overinflation of the sleeve, associatei
with excess local pressure, can lead t,
tissue trauma. (b) Tissue damag(
Tissue compatibility to the sleeve ma
terial is related to allergic and othe
similar or related skin reactions.

PROPOSED CLASSIFICATION

The Commissioner agrees with th
Panel's recommendation and is prc
posing that the compressible limil
sleeve be classified into class II (pe
formance standards). The Commit
sioner believes that a performanc
standard is necessary for this devic
because general controls by them
selves are insufficient to control th
risks to health. A performance stand
ard would provide reasonable assur
ance of the safety and effectiveness o
the device. The Commissioner also be
lieves that there is sufficient informa
tion to establish a standard to provid
such assurance.

Therefore, under the Federal Food
Drug, and Cosmetic Act (secs. 512
701(a), 52 Stat. 1055, 90 Stat. 540-54
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1,
the Commissioner proposes to amen

PROPOSED RULES

d Part 870 in Subpart F by adding new
§ 870.5800 as follows:,S

el § 870.5800 CompresSible limb sleeve.
r- (a) Identification. A 'compressible
a limb sleeve is a device that is used to

prevent pooling of blood in a limb by,
I- inflating periodically a sleeve around
,t the limb.
I- (b) Classification. Class II (perform-
i ance standards).
o Interested persons may, on or beforey May 8, 1979 submit to the Hearing

Clerk (HFA-305), Food and Drug Ad-
min"tration, Rm. 4-65, 5600 Fishers

c Lane, Rockville, .MD 20857, written
n comments regarding this proposal.
e Four copies of all comments shall bes submitted, except that individuals
e may submit single copies of comments,
e and shall be identified with the Hear-
e ng Clerk docket number found in

brackets in the heading of this docu-
ment. Received comments may be see
in the above office between the hourse of 9 a.m. and 4 p.m., Monday through

e fiday.
e Dated: February 26, 1979.
f *. JOSEPH P. HrLE,)f -Associate Commissioner
t for Regulatory Affairs.

[FR Doe. 79-6288 Filed 3-8-79; 8:45 am]
e
1
a [4110-03-M]
d [21 CFR Part 870]
e
I- [Docket No. 78N-1547]
e

MEDICAL DEVICES

Classification of Thermal Regulating Systemsd
D AGENCY: Food and Drug Administra-
e: tion.

ACTION: Proposed rule.
r

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation

e classifying thermal regulating systems
into class II (performance- standards)."

b The FDA is also publishing the recom-
mendation of the Cardiovascular

- Device Classification Panel that the
e device be classified into class II. The
e effect of classifying a device into class

L- II is to provide for the future develop-
e ment of one or more performance
L. standards to assure the safety and ef-

fectiveness of the device. After consid-
f ering public comments, FDA will issue

a final regulation classifying the
device. These actions are being taken

e under the Medical Device Amend-
ments of 1976-

1, DATES: Comments by May 8, 1979.
;, The Commissioner of Fdod and Drug
6 propoges that the final regulation
i- based on this proposal become effec-
, tive 30 days after the date of its publi-
i cation in the FEDERAL REGISTER.

ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Glenn A. Rabmoeller, BureaV of
Medical Devices (H1K-450), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559,

S.UPPLEMENTARY INFORMATION:

PANEL RECOMMENDATION

A proposal elsewhere In this Issue of
the FEDERAL REGISTER provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, and FDA advisory commit-
tee, made the following recommenda-
tion with respect to the classification
of thermal regulating systems:

- 1. Identification: A thermal regulat-
ing system is an external system con-
sisting of a dqvice that is placed In
contact.with th6 patient and a temper-
ture controller for the device. The
system is used to regulate a patient's
temperature.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
medium priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the thermal regulating system be
classified into class II because this
electrically powered device is neither
life-supporting nor life-sustaining, but
is potentially hazardous to life and
health even when properly used. The
device is used to warm or cool a pa-
tient. Malfunction of thedevice Is po-
tentially hazardous to life and health.
Performance characteristics, Including
accuracy and reproducibility, and any
limitations 'on the device's thermal
properties should be maintained at a
generally accepted satisfactory level
and should be made known to the user
through special labeling. -Thus the
electrical characteristics of this device,
e.g., electrical leakage current, need to
meet certain requirements. The Panel
believes that general controls alone
would not provide sufficient control
over the performance characteristics
of this device. The Panel believes that
a performance standard will provide
reasonable assurance of the safety and
effectiveness of the device and that
there is sufficient information to es-
tablish a standard to provide such as-
surance.

4. Summary of data on which the
recommendation Is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
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device and on their personal knowl-
edge of, and experience with, the
device.

5. Risks to health: (a) Cardiac ar-
rhythmias: Excessive electrical leak-
age current can disturb the normal
electrophysiology of the heart, leading
to the onset of cardiac arrhythmias.
(b) Thermal tissue damage: Inaccuracy
of temperature control can lead to
burns or tissue damage related to hy-
potermia. (c) Mechanical tissue

* damage: Excessive pressure can cause
the device to harden to the point of
causing pressure necrosis, especially
during hypothermia. (d) Chemical
tissue damage: The integrity of the
fluid chambers of the device can be
violated by excessive pressure-causing
fluids such as ethylene glycol contact-
ing the skin and causing chemical
tissue damage.

PROPOSED CLASSIFICATION

The Commissioner agrees with the
Panel's recommendation and is pro-
posing that the thermal regulating
system be classified into class II (per-
formance standards). The Commis-
sioner -believes that a performance
standard is necessary for this device
because general controls, by them-
selves, are insufficient to control the
risks to health. A performance stand-
ard would provide reasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-
lieves that there is sufficient informa-
tion to establish a standard to provide
such assurance.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart F by adding new
§ 870.5900 as follows:

§ 870.5900 Thermal regulating system.
(a) Identification. A thermal regu-

lating system is an external system
consisting of a device that is placed in
contact with the patient and a tem-
perature controller for the device. The
system is used to regulate patient tem-
perature.

(b) Classification. Class II (perform-
ance standards).

Interested persons may, on or before
May 8, 1979 submit to the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this douc-
ment. Received comments may be seen
in the above office between the hours

of 9 a.m. and 4 p.m., Monday through
Friday.

Dated: February 26, 1979.
JosEH P. HLT,

Associate Commlssionerfor
RegulatoryAffatrs.

[FR Doe. 79-6289 Filed 3-8-79; 8:45 am]

[4110-03-M]

[21 CFR Part 8701

(Docket No. 78N-15481

MEDICAL DEVICES
Classification of Automatic Rotating

Tourniquets

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) is issuing for
public comment a proposed regulation
classifying automatic rotating tourni-
quets into class II (performance stand-
ards). The FDA is also publishing the
recommendation of the Cardiovascular
Device Classification Panel that the
device be classified into class IL The
effect of classifying a device into class
II is to provide for the future develop-
ment' of one or more performance
standards to assure the safety and ef-
fectiveness of the device. After consid-
ering public comments, FDA will Issue
a final regulation classifying the
device. These actions are being taken
under the Medical Device Amend-
ments of 1976.
DATES: Comments by May 8, 1979.
The Commissioner of Food and Drugs
proposes that the final regulation
based on this proposal become effec-
tive 30 days after the date of Its publi-
cation in the FEDERAL RscsTm.

ADDRESS: Written comments to the
Hearing Clerk (HPA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT.

Glenn A. Rahmoeller, Bureau of
Medical Devices (HFK-450), Food
and Drug Administration, Depart-
ment of Health, Education. and Wel-
fare, 8757 Georgia Ave., Silver
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:

PANmrL REco==rAmoTn
A proposal elsewhere in this issue of

the FnnnAL REas= provides back-
ground information concerning the de-
velopment of the proposed regulation.
The Cardiovascular Device Classifica-
tion Panel, and FDA advisory commit-
tee, made the following recommenda-
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tion with respect to the classification
of automatic rotating tourniquets:

1. Identification: An automatic rotat-
ing tourniquet Is a device that pre-
vents blood flow In one limb at a time,
which temporarily reduces the total
blood volume, thereby reducing the
normal workload of the heart.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a per-
formance standard for this device be a
low priority.

3. Summary of reasons for recom-
mendation: The Panel recommends
that the automatic rotating tourni-
quet be classified into class II because
this electrically powered device is nei-
ther life-supporting nor life-sustain-
ing, but is potentially hazardous to life
and health even when properly used.
The device is placed around the pa-
tient's limbs. It can be either mechani-
cally or electrically operated. Exces-
sive or prolonged pressure applied by
the device can lead to tissue damage
by reducing blood flow to distal areas
of the body. This device is attached di-
rectly to the surface of the body and is
used In a clinical environment where
excessive leakage current can be a seri-
ous hazard. Performance characteris-
tics, including accuracy, reproducibil-
Ity, and any limitations on the device's
mechanical design should be main-
tained at a generally accepted satisfac-
tory level and should be made known
to the user through special labelna.
The Panel believes that general con-
trols alone would not provide suffi-
cient control over the performance
characteristics of this device. The
Panel believes that a performance
standard will prgvide reasonable assur-
ance of the safety and effectiveness of
the device and that there is sufficient
Information to establish a standard to
provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
members based their recommendation
on the potential hazards associated
with the inherent properties of the
device and their personal knowledge
of, and experience with, the device.

5. Risks to helth: (a) Cardiac ar-
rhythmias: Excessive electrical leak-
age current can disturb the normal
electrophysiology of the heart, leading
to the onset of cardiac arrhythm is.
(b) Tissue damage: If the mechanical
design of the device causes excessive
or prolonged pressure on a limb, tissue
damage due to the pressure or lack of
blood flow can result.

PnoPosED CLAssrrmcArroN

The Commissioner agrees with the
Panel's recommnedation and is pro-
posing that the automatic rotating
tourniquet be classified into class II
(performance standards). The Com-
missioner believes that a performance
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standard is necessary for this device
because general controls by them-
selves are insufficient to control the
risks to health. A perf6rmance stand-
ard would provide reasonable assur-
ance of the safety and effectiveness of
the device. The Commissioner also be-
lieves that there is sufficient informa-
tion to establish a standard t&-provide
reasonable assurance of the-safety and
effectiveness of the device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546
(21 U.S.C. 360c, 371(a))) and under au-
thority.delegated to him (21 CFR 5.1),
the Commissioner proposes to amend
Part 870 in Subpart F by adding-new
§ 870.5925 as follows:

§ 870.5925 Automatic rotating tourniquet.
(a) Identification. An automatic ro-

tating tourniquet is a device that pre-
vents blood flow in one limb at a time,
which temporarily reduces the total
blood volume, thereby reducing the
normal workload of the heart.

(b) Classification. Class fl (perform-
ance standards).

Interested persons may, on or befpre
May 8, 1979 submit to the Hearing
Clerk (HPA-305), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall be
submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above office between the hours
of 9 a.m. and 4 pm., Monday through
Friday.

Dated: February 26, 1979.

JosEPH P. HILE,
Associate Commissioner

for Regulatory Affairi.
[FR Doe. 79-6290 Filed 3-8-79; 8:45 am]
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